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About the Authors 


After Samuel Alfend’s graduation in 
chemical engineering from Washington 
University, he entered the federal serv- 
ice as a chemist in the St. Louis labo- 
ratory in 1923. From 1943 until 1949 
he was chief chemist there. Mr. Alfend 
has been Chief of the Kansas City Dis- 
trict of the Food and Drug Adminis- 
tration since March 1, 1949. 


Kenneth C. Hossick is Director ot 
the Division of Narcotic Control of the 
Department of National Health and 
Welfare, Ottawa, Canada. Mr. Hos- 
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division. 
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Chief of the Canned Foods Branch of 
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technical changes in processing methods 
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quality and fill of container. A gradu- 
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The Food Law Institute, Inc. 


Charles Wesley Dunn, President of 
The Food Law Institute, Inc., an- 
nounces that the institute will consider 
an application for a fellowship grant in 
its graduate program of food, drug and 
cosmetic law instruction at the New 


York University School of Law for the 
academic year 1952-1953 by one who is 
both a law and a pharmacy graduate. 
Applications should be addressed to 
the institute at Room 1004, 608 Fifth 
Avenue, New York 20, New York. 








Report, Meeting of Food and Drug Men 


Committee Report.—At the Seventh 
Annual Meeting of the Section on 
Food, Drug and Cosmetic Law of the 
New York State Bar Association held 
on January 23, 1952, the following 
committee report was submitted: 


Report of the Committee on Food 
Standards of the Section on Food, Drug 
and Cosmetic Law of New York State 

Bar Association 


Your committee’s task in reporting 
is immeasurably lightened by the happy 
circumstance that its membership is 
entirely embraced within the Food 
Standards Committee of the Food, Drug 
Division of the 

and 

American 


and Cosmetic Law 
Corporation, Banking Business 
Law Section of the Bar 
Association. Your committee can there- 
fore adopt and commend to this Section 
the same series of recommendations 
its membership offered to that Division. 


These are: 


1. That the Act be amended to pro- 
vide that where the promulgation of a 
food standard, or of any amendment 
to a food standard, involve 
any controversial issue, the Administra- 
tor be authorized initially to give public 
notice of the proposal and an opportu- 


does not 


nity for interested persons to present 


their views orally or in writing, with 


further provision that within a specified 
period any interested person may re- 


quest and obtain a public hearing on 
any controverted issue, and, absent any 
such request, the standard may be is- 
sued without hearing. 

2. That a request for hearing on a 
controverted issue may be made by 
any interested person without showing 
that the applicant represents the whole 
or any substantial portion of an inter- 
ested industry. 

3. That as to any controverted issue, 
the regulation ultimately issued must 
be predicated upon findings based in 
turn upon substantial evidence of record. 

4. That the Federal Security Admin- 
istration be requested to complete its 
work on the proposed revisions of the 
Rules governing the procedure at these 
hearings, and that a revision incorporat- 
ing the desired changes, already pro- 
posed by the committee and others, 


be issued as soon as possible. 


Respectfully submitted, 


H. Thomas Austern, Chairman 
James M. Best 

Franklin M. Depew 

Paul M. Duff 

George Faunce, Jr. 

George S. Herr 

Michael S. Markel 

Samuel A. McCain 


January 23, 1952 
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Food and Drug Control 
in the Kansas Flood 


By SAMUEL ALFEND 


Here Is the Story of What May Be Considered a ‘‘Dry Run"’ on a War 
Disaster, of the Fate of Foods and Drugs in the Kansas Flood, of 
the Steps Taken to Safeguard the Public Against Contaminated Lots 


EWSPAPER, radio and television accounts have made the gen- 
eral features of the great Kansas flood and its aftermath familiar 
to most of us, but very little information has been disseminated as to 
the fate of foods and drugs in the catastrophe, and what steps were 
taken to safeguard the public against contaminated lots. Even the 
Kansas City newspapers printed only half a dozen references to the 
vast volume of foods caught in flood waters, and their disposition. 
This is readily understandable when one considers the preoccupation 
of nearly everyone with the vast landscape changes, the damage to 
physical structures, the efforts to snatch victims from flood waters 
and find shelter for them, the physical hardships of lack of water for 
drinking and sanitation purposes, and the imminent danger of a holo- 
caust of fire. But even in this story of losses that stagger the imagi- 
nation, the amount of foods directly involved in the flood area is 
impressive. 
The total loss due to the flood has been estimated at between 
three quarters of a billion and two billion dollars. Estimates as to 
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The Author Is Chief of the Kansas City 
District, Food and Drug Administration 








the value or volume of foods damaged vary widely, and are expressed 
variously in dollar value, bulk or tonnage. The Food and Drug Divi- 
sion of the Kansas State Board of Health has estimated the loss in 
Kansas as approximately $145 million, not including meats in fed- 
erally inspected plants, or crops in the field or farm storage. The 
Federal Grain Branch has estimated that at least four million bushels 
of grain were damaged in the Kansas City metropolitan area. The 
Meat Inspection Division of the Bureau of Animal Industry in Kansas 
City has dumped more than ten million pounds of meat and many food 
products in 13 inspected meat establishments in Kansas City, and has 
released over seven million pounds of such products after inspection. 
\ number of warehouses in the area suffered losses in stored food 
exceeding a million dollars each. Our own records indicate that we 
have supervised the destruction or denaturing or salvaging of the 
equivalent of some 3,400 carloads of food, with a value of approxi- 
mately 20 million dollars. 

The physical background of the disaster was heavy rainfall in 
the spring and early summer in the Kaw, Neosho, Arkansas and Marais 
de Cygne River valleys in Kansas, which caused a series of floods 
along these rivers and their tributaries, and saturated the soil with 
moisture. Then, early in July, torrential rains poured off the soaked 
lands and sent the rivers swelling up to all-time highs. Many towns 
in Kansas were completely inundated. The heaviest commercial losses 
outside of Kansas City occurred in Topeka and Manhattan, the latter 
being isolated for some time. The losses in Missouri outside of Kansas 
City were mostly in farm land along the Missouri River and were not 


extensive, except in a small area in and above St. Louis. 
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The most concentrated damage and the heaviest food and drug 
losses occurred in Kansas City, Missouri, and Kansas City, Kansas, 
where the Kaw River actually backed up the Missouri River, and at 
the height of its flow was pouring ten times as much water past Kansas 
City as came from the Missouri. The Missouri and Kaw Rivers are 
spanned by 23 bridges as they flow through metropolitan Kansas City. 
At the crest of the flood only one of these remained open between 
Kansas City, Missouri, and Kansas City, Kansas, and three other 
bridges remained open for limited rail and auto traffic to North Kansas 
City. All other bridges were either topped or damaged or put out of 
use by flooding of the approaches. 

Only 10 per cent of the normal clean water supply of Kansas 
City, Missouri, was available after the main pumping station was 
inundated. A fire exploded gasoline and oil tanks, roared out of con- 
trol for days and threatened to spread over the oil-covered flood waters, 
which would have caused the most destructive fire of all time. The 
\rgentine, Armourdale and Fairfax Districts of Kansas City, Kansas, 
and the Central Industrial District of Kansas City, Missouri, known 
as the “West Bottoms,” were almost completely inundated. They are 
the industrial heart of metropolitan Kansas City and contain a vast 
system of railroad vards, great storage warehouses, flour mills, stock 
yards, packing plants and seed houses. 

The immediate problem of food and drug officials was to deter- 
mine the areas where foods and drugs had been damaged by flood 
waters or by spoilage, get into the areas as soon as flood waters re 
ceded, examine stocks to determine the nature and degree of damage, 
and arrange for orderly disposition by destruction, salvaging or de 
naturing for feed or industrial purposes. To insure such examination 
and proper disposition, all flood-damaged stocks in metropolitan Kan- 
sas City and the larger Kansas towns were embargoed pending ex- 
amination and release. These operations will be described in more 
detail later. 

The food and drug inspectors and chemists who worked in the 
flood areas had no easy time. As the flood waters receded, the in- 
spectors and chemists followed on foot and in boats, making their 
precarious way through and over what had once been streets and 
buildings to reach warehouses, factories and elevators. A man who 
ventured in without hip boots was courting disaster, since the stink- 


ing muck might be three inches or three feet deep. The doors to the 
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freight cars bulging with grains swollen by wet fermentation might 
blow off in their faces, as actually happened, or they might have to 
enlist the services of a bulldozer to knock them open. They worked 
long hours amidst destruction and unbearable stenches from decayed 
food, often with no assurances that they would be able to find food 
and lodging in the disorganized areas. The steaming heat, the de- 
posited mud which later turned to choking dust and the effects of the 
typhoid “shots” which they had taken added to their discomfort. At 
night they repaired to the telephone booth to phone the results of the 
day’s work to headquarters or returned to the office to help formulate 
plans and receive instructions for the next day’s work. They learned 
the extent of the vast network of railroad tracks in the area by trudg- 
ing miles from one end to the other in heavy protective clothing to 
locate and examine elusive freight cars. The inspector in charge of 
the Meat Inspection Office described the work of his inspectors as 
follows: 

It was necessary for inspectors to walk long distances in many instances to 
and from their assignments, ride railroad, box or freight cars over elevated tracks, 
walk railroad tracks and bridges, ride in boats and pontoons day and night, climb 
fire escapes, travel through dark plants without lights, wade water, climb tempo- 


rary ladders, walk over tops of roofs of buildings and high livestock runways, go 
through windows, walk up and down stairways covered with mud and water. 


General Problems 


Every flood disaster involves problems common to all such events, 
and some problems peculiar to that occurrence. In this one, there 
were physical, legal and manpower problems. The flood area em- 
braced two states, and the greatest concentration of damage occurred 
in a metropolitan area, of which one fourth was in Kansas and three 
fourths in Missouri. Parts of the boundaries were rivers, part a state, 
part a raging fire. The legal powers of the food and drug officers in 
the several cities and states and those of the federal authorities were 
not the same, and there was considerable overlapping of city and state 
jurisdictions. The cities and states had embargo and emergency-police 
powers, but limited manpower. The Kansas State Food and Drug 
Division had hardly more than a half dozen men, including veteri- 
narians and milk sanitarians, for roving work throughout the entire 
flood areas in that state. These were supplemented by the efforts of 
municipal and county sanitarians. The City of Kansas City, Kansas, 
had about half a dozen men. In Kansas City, Missouri, a force of 14 
inspectors had enormous responsibilities in sanitary control of water 
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supply, garbage disposal, operation of eating establishments, handling 
of dead carcasses and supervision of dumps. These state and city 
forces had their own problems which prevented primary attention to 
commercial stocks of flood-damaged foods and drugs. 


The Food and Drug Administration has no embargo powers. To 
examine all flood-damaged foods and drugs at once was impossible. 
Although these goods were adulterated, and a great proportion of 
them had moved in interstate commerce, to have attempted formal 
seizure through the federal courts would have been utterly impracti- 
cable. In many cases the interstate records had been lost in the flood, 
neither the remaining records nor the men to identify them could be 
found, and to have filed libels on even a small proportion of the stocks 
involved would have swamped the courts and the offices of the United 
States attorneys and marshals. It would have hampered seriously 
the cleanup of the devastated areas, the destruction of unfit goods and 
the proper disposal of usable supplies. 


The Kansas City District of the Food and Drug Administration 
had available a force of 18 trained inspectors and chemists, and a 
reservoir of trained inspectors from 15 other districts all over the 
country. Back of these were experienced bacteriologists, the special 
facilities of the district laboratories and the divisional laboratories in 
Washington. 


The Solution 


A series of conferences between city, state and federal food and 
drug divisions resulted in formulation of plans for fusing the efforts 
of all of the regulatory agencies. The two Kansas Cities and the two 
states issued embargoes to insure that the damaged food and drugs 
would not be disposed of without the knowledge and consent of the 
control bodies. In Kansas City, Kansas, a general embargo, based 
on a special city ordinance, was placed on the movement of foods and 
drugs, and this was publicized by radio and press. In Kansas City, 
Missouri, the Division of Public Health Engineering of the Depart- 
ment of Health served individual embargo notices on owners or super- 
visors of stocks of foods and drugs, or placed hold orders on the 
premises when no responsible individuals could be found to receive 
the embargoes. The Kansas state authorities issued a general order 
prohibiting movement of damaged stocks by salvage dealers without 
previous formal permission and served individual hold orders when 
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circumstances required. The Missouri state inspectors issued em- 
bargoes on individual lots of damaged foods in the state outside of 
Kansas City. Several Kansas state men were detailed to work in the 
Kansas City, Kansas area, but it was agreed that the Missouri state 
inspectors would operate in the Missouri River Valley below Kansas City. 

The force of tederal food and drug men in the Kansas City Dis- 
trict was augmented by 20 inspectors from ten other federal districts. 
[In some areas the federal men were given the embargo forms signed 
by the city officials, with authority to use them to tie up stocks of 
damaged goods. In both states they were given the release forms 
issued by the city and state authorities, with authority to counter- 
sign them and release specific lots of goods for destruction, salvage, 
denaturing or distribution. 

The federal men worked in co-ordination with the city and state 
men, supplementing their efforts, or worked in pairs with them or 
took over the work in certain areas. The federal men trained the 
city and state sanitarians and others who do not normally do food 





Flood-damaged canned goods are examined. 
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and drug work of this type. The Director of the Food and Drug 
Division of the Kansas State Board of Health had general charge of 
operations of federal and state men in Kansas. The Director of the 
Bureau of Food and Drug Inspection of the Missouri State Depart- 
ment of Public Health and Welfare had similar responsibilities in 
Missouri outside of Kansas City. The Chief of the Food Section of 
the Division of Public Health Engineering of the Kansas City, Missouri 
Health Department was in charge of operations in that city, and the 
Health Commissioner of Kansas City, Kansas, and his chief inspector 
were in charge of the work in that city. A federal man was assigned 
to the city health department, where he and a city man handled the 
inspections and releases in Kansas City, Missouri. Another federal 
man functioned similarly in Kansas City, Kansas. City, state and 
federal men were used interchangeably, as the occasion demanded. 
The Chief of the Kansas City District undertook to co-ordinate the 
activities of all the agencies involved, particularly as to supplying 
federal men where needed, and maintaining uniformity in the criteria 
used for releasing goods, requiring destruction or allowing salvaging. 
He was also responsible for supplying technical information to the 
state and city agencies. 


Relations with Industry 


It is a truism that laws and regulations are practically unenforce 
able if the public generally or that section of the public affected by 
these laws and regulations are determined not to obey them. It is 
equally true that laws and regulations universally recognized as just 
and necessary are, to a large degree, self-enforcing. There is always, 
of course, a fringe of unscrupulous operators against whom the laws 
must be actively and rigorously applied. Let it be said at once that 
the overwhelming majority of those in the food, drug and cosmetic 
industries whose stocks were involved in the flood were wholeheartedly 
eager to protect the public and their own reputations against the possi- 
bility of unfit foods, drugs or cosmetics getting back into commercial 
channels. With such good will, it became primarily a problem of 
acquainting these firms with the necessary precautions that had to 
be taken and of furnishing them with competent advice as to what 
should be destroyed and what might be salvaged, either for the 
original purpose or for other uses. It speaks well for the high stand- 
ards of public service of the industry, and for its confidence in the 
sound judgment of food and drug officials, that in no case has it been 
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necessary to resort to formal federal seizure to prevent improper dis- 
position of flood-damaged foods, drugs or cosmetics. 


Even before the flood waters had subsided sufficiently to assay 
the damage, it became apparent that many firms did not have a clear 
idea of what should be done with flood-damaged stocks. Obviously, 
it would be desirable to plan operations on an industry-wide basis, 
with proper regard for what the law requires and what was feasible 
under the emergency conditions. We therefore suggested a series 
of conferences with representatives of industry, most of which con- 
ferences were called by individuals prominent in these industries. We 
held such meetings with groups representing wholesale grocers, flour 
mills, grain dealers, traffic departments of the railroads, salvage dealers 
and insurance firms. In each case we outlined the requirements of 
the law, obtained their estimates of the damage, asked how they pro- 
posed to dispose of the affected stocks and gave our opinions as to the 
propriety and adequacy of their proposals. In each instance the meet- 
ings ended in a general understanding of what would be attempted 
and how we would aid in the proposed disposition. In general, it 

yas agreed that we would survey all the stocks, whether in railroad 
cars, elevators, warehouses or manufacturing plants, and would give 
the owners or their representatives our estimation of what was fit 
for outright release, what could be made fit and how, and what would 
have to be converted to other uses or destroyed. 


The point which required the most explanation, and the one most 
difficult to reach agreement on, was the question of disposal of foods 
or drugs which could be rendered safe from a bacteriological stand- 
point (such as by sterilization or refining), but from which elements 
of filth could not be removed with certainty. 


Specific Problems and Solutions 


Railroad Cars.—Thousands of railroad cars were caught in transit, 
and were immersed wholly or partly in the filthy flood waters. The 
tracks had to be repaired and the cars had to be moved as quickly 
as possible. The records and billing for many of the cars had been 
lost. In many cases the railroads received orders from the shippers 
for movement of the cars elsewhere. Hundreds of LCL cars were 
consigned for unloading at various points throughout the country. 


At a meeting with railroad officials, it was agreed that we would 
assign to each of the railroads concerned sufficient inspectors to ex- 
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FDA inspector examines a carload of flood-damaged corn flakes. 


amine the contents of the freight cars as rapidly as the railroad crews 
could locate and handle them. Our inspectors would give their evalu- 
ation of the condition of the contents of each car assigned and would 
issue a release allowing movement of that car for a stated purpose: 
destruction, salvage, unrestricted release or release for transportation 
to a definite point for holding pending a decision by the owners as 
to what disposition they would propose. In such cases, the contents 
of the car would be held intact until agreement was obtained from 
federal, state or local officials as to suitability of the proposed dis- 
position. Under this understanding, many LCL cars were sent to 
points where they could be unloaded at the convenience of the rail- 
roads, and their contents disposed of under the supervision of food 
and drug officials. This plan was generally successful, and did much 
to expedite the clearing of the tracks in Kansas City and Topeka, and 
the orderly disposal of the damaged goods at outside points. 


Some cars were buried outright with their contents. The con- 
tents of hundreds of cars were buried in private dumps on railroad 
grounds. 
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Grains.—Because Kansas City is a grain-handling and meat-packing 
center, these two food products constituted a large proportion of all 
the food affected by the flood. Hundreds of cars containing wheat, 
corn and other grains were hit by flood waters, and the damage to 
grain in elevators swelled the total damage to million of bushels. Most 
of the grain was covered by water for periods of from three days to 
two weeks. During that time, and afterwards, the wet grain soured 
badly. When exposed to the air, much of the grain molded immediately. 


To allow prompt emptying of the railroad cars and clean-out of 
the tunnels and damaged bins in elevators, it was agreed, in several 
meetings with the Kansas City Board of Trade, (1) that no flood 
water-damaged grain would in any circumstances be used for human 
food purposes; (2) that it could be sold without drying direct to 
animal feeders, whether from elevators, mills, railroad cars or on the 
ground, so long as the feeders were told that it was flood-damaged, 





Sanitary land-fill is prepared by the Rock Island Railroad for disposition of 
flood-damaged food products from submerged railroad cars. Perishables required 


immediate disposal. 
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and the sellers could show the food and drug inspectors by signed 
statements from the buyers, or otherwise, that the buyers knew the 
history of the grain; (3) that flood-water-damaged grain could be 
dried and then sold to feeders with the notation of its history (the 
purpose was to insure that the ultimate feeder would know that the 
grain was flood-damaged, and would decide whether to take the risk 
of using it on his stock); and (4) that flood-water-damaged grain 
would be released for sale to distilleries. 


The government undertook to aid owners of flood-water-damaged 
grain through the Rubber Reserve Corporation by offering to buy 
alcohol made from such grain, this alcohol being then used in the 
manufacture of synthetic rubber. Several million bushels of grain 
were so used, with advantage to the government and the grain owners. 


One of the many corollary questions involved the sale of the 
dried feed prepared from the spent grain after fermentation and dis 
tillation. This was allowed to be sold without any special labeling 
requirements other than those required by existing feed laws. Grain 
which had been sprayed with chlordane insecticide while on the 
ground, to hold down fly breeding, could be used for fermentation 
purposes, but the dried spent mash could not be used for feeding 
purposes if it contained residual chlordane. 

The sound grain above the water line in elevators was recovered 
in some instances by breaking a window into the bin above the water 
line and running out the good grain. In most elevators, however, the 
sound grain was recovered by boring a hole through the damaged 
grain after it had hardened, and running off the good grain through 
a sleeve inserted in the hole, so that the good grain did not come in 
contact with the damaged grain. After the good grain had been re 
moved, the damaged grain was chopped out. 


Meat Products —Meats which had come in direct contact with 
flood waters usually had putrified badly by the time they could be 
reached. Considerable meat held in warehouses in which the refrigera- 
tion failed had spoiled. All such meats were “tanked,” that is, they 
were converted to tankage for fertilizer or animal feed use. 


Oils and Fats.—Fatty foods which came in direct contact with flood 
waters were condemned for food purposes, but were allowed to be 
denatured by tankage or rendering for feed or technical purposes. 
Most of this material went into soap. 
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Canned Goods.—Food in hermetically sealed cans was not directly 
touched by flood waters. However, immersion in the corrosive waters 
caused considerable rusting of the cans, with subsequent leakage 
and spoiling of the contents. Flood-immersed canned goods were 
released for thorough cleaning of the outside, following by a rinse in 
sterilizing solutions. A group of canners and wholesalers borrowed 
a can-cleaning machine originally designed by army engineers for use 
in World War II and currently being used by an insurance salvage 
firm. That firm donated the use of the machine in Kansas City to 
a nonprofit organization formed by various canners, wholesalers and 
brokers. Unfortunately, there was considerable damage to the cans 
because of the corrosive action of the flood waters. It was therefore neces- 
sary to hold the cans for some time after cleaning, to determine whether 
corrosion was progressive. On the whole, the can-cleaning operation 
was a disappointment because of the proportion of spoilage. In some 
areas, state officials permitted cleaning, with immediate sale of the 
cans direct to consumers, so that the cans might be opened before 
they pinholed and spoiled. 


Eggs.—Shell eggs which had been oil treated and which had not 
spoiled as the result of lack of refrigeration were allowed to be cleaned 
in detergent and sterilizing solution, cracked out, pasteurized and 
dried. Frozen eggs in 30-pound loose-lid cans were invariably con- 
taminated when covered by flood waters, and were destroyed or de- 
natured for feed or technical purposes. Frozen eggs in cans which 
had been only partly submerged, but had not actually been touched 
by the flood waters, were permitted to be removed from the original 
cans to clean cans, after the owners developed pumping and other 
devices for transferring the contents without contamination. 


Drugs.—Drug stocks in most affected drug stores were swept away 
by flood waters and lost. Those stocks remaining were surveyed by 
inspectors and by representatives of drug manufacturers and whole- 
salers. Certain highly valuable drugs in sealed containers were re- 
turned to the manufacturers for resterilization and relabeling or recovery 
of the valuable principles. In general, the proportion of recovery of 
drug stocks was small. 


Cosmetics.—There was comparatively little attempt to recover 
stocks of cosmetics. Containers were usually rendered unsightly or 
unsuitable for use and stocks were destroyed outright, since the 
expense of repackaging was prohibitive. 
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Federal Security Administrator Oscar R. Ewing awards to Kansas City District 
certificate for superior service for Kansas flood work. Shown, left to right, are 
George P. Larrick, Mr. Ewing, Samuel Alfend, C. W. Crawford and Allan E. 


Rayfield. 


Alcoholic Beverages.—In Missouri, the State Liquor Control De- 
partment destroyed all flood-damaged bottled beer on the spot. Some 
40 carloads of bottled beer were destroyed by the owners. The 
Missouri state people have assembled stocks of damaged liquors in 
a warehouse in Kansas City, and final disposition has not yet been 
made. In Kansas, the State Liquor Control Department arranged 
for assembling distilled liquors at central places, to be returned to 
the various distilleries for such handling as might be economically 
feasible. Some of the liquors were eventually dumped under the 
supervision of state and federal alcohol-tax men; others were returned 
to the distilleries, where they are being dumped or being recovered. 
Where the flood waters did not penetrate liquor in screw-cap bottles, 
it was permitted to be redistilled for neutral spirits. Where the bottles 
were tightly corked and flood waters did not penetrate into the neck, 
the bottles were permitted to be cleaned and sterilized, the corks were 
removed and the contents were allowed to be filtered and rebottled. 


Vegetables and Fruits—Fresh, Frozen and Dried.—Without excep- 
tion, vegetables and fruits submerged in flood waters spoiled, so that 


no recovery was possible and they were dumped. 
Nut Meats.—These were destroyed or denatured for animal feeds. 


Nuts in Shell_—These were allowed to be cleaned, immersed in 


sterilizing solution and dried. 
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Stock Feeds.—These were allowed to be dried and sold as flood- 
damaged feed, except where they were contaminated with toxic sub- 
stances, such as rat poison, in which case they were required to be 
destroyed. 

Sugar.—Most sugar caught in the flood was dissolved and washed 
away. Some lots were denatured for feed use, and several lots were 
returned to the refinery for refining and crystallization. 

Flour, Corn Meal, Macaroni, Bakery Products.—These were either 
destroyed, or dried and denatured for use as animal feed. 

Fish—Fresh and Frozen.—These were rendered into tankage. 

Cheese.—This was “tanked” for animal feed or industrial purposes. 

Confectionery.—Confectionery not in hermetically sealed containers 
was destroyed or denatured for feed purposes. 

Foods, Drugs and Cosmetics in Containers.—In general, screw-cap 
containers did not keep flood waters from penetrating to the inside, 
and these could not be released for cleaning and subsequent distribu- 
tion. Even where the containers were hermetically sealed, such as 
vacuum-pack coffee, peanut butter, jams or meat products in metal-top 
glass containers, it was found that there was no certain way for re- 
moving the dried flood residues from underneath the rim of the closure, 
and that when the lids were removed contamination was likely to 
occur. Release was permitted when the containers could be cleaned 
and sterilized, vacuum could be dissipated by puncturing the lid, and 
the contents of the container could be removed without disturbing 


the closure. This was most successful with coffee. 


In the case of oil drums in which the flood waters had not pene- 
trated through the bung, recovery was sometimes made by cutting 
a new opening in the cleaned drum and removing the contents through 
this opening. 

In the case of clamp-on closure drums, in which the end is held 
on by clamps against a fiber or rubber gasket, the end was removed 
after the outside of the drum was cleaned and sterilized, and examina 
tion was made for leakage. If leakage had occurred into liquid con 
tents, the contents were condemned for food use. If the product was 
a solid fat, and the contaminated area could be removed cleanly and 
completely, the clean portion could be released. 


Tank cars containing food oil were steam cleaned on the outside, 


and the outlet valves were cleaned and sterilized, permitting the con 
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tents to be removed without contamination. Other products in various 
types of containers presented individual problems, and in each case 
decision was based on careful examination of the goods. In doubtful 
cases, the doubt was resolved frankly in favor of the consumer. 


Conclusion 


It is a matter for great satisfaction that the disposal of the largest 
stocks of foods, drugs and cosmetics involved in any disaster in recent 
history has been effected without a single authenticated case of disease 
or illness traceable to flood-damaged or spoiled goods ; without a single 
federal seizure or prosecution action; * and without a single suit for 


injury resulting from consumption of flood-damaged foods. 


But this satisfaction should not lead to complacency. A future 
disaster might not leave any state or local officials around to delegate 
their authority to federal inspectors; food or drug handlers might not 
have the same sense of responsibility as was shown by industry in 
this emergency; police might not recognize the need for food and 
drug inspectors to enter and move about in damaged areas, as indeed 
they did not in several instances in the recent emergency. 

The Kansas flood may be considered, in a sense, as a “dry run” 
on a war disaster, such as might be caused by atomic bomb, bacterio 
logical or war gas attack. 

\WWe believe food and drug officials everywhere should formulate 
realistic plans for concerted action in future emergencies, utilizing 
the pattern of cooperation found successful in this flood work, and 
improving it to correct the deficiencies which were apparent in this 
operation. 

Until such time as the Congress grants emergency powers to this 
agency for use in great disasters, of such character as would call for 
declaration of martial law, we must continue to depend on improvised 
arrangements between ourselves and state and local regulatory bodies, 


and we must continue to operate primarily by reinforcing these local 





organizations. 





* Kansas City, Kansas officials arrested 
and prosecuted two individuals for violat- 
ing their embargo by disposing of flood- 
damaged foods without cleaning or release 
Kansas City, Missouri inspectors seized 107 
cases of canned goods which were stolen 


[The End] 


from a large stock of flood-damaged canned 
foods being removed to the municipal hog 
farm for sterilization and mixing with hog 
feed. Six individuals were fined for steal- 
ing flood-damaged beer in Kansas City 
Kansas 


Canada’s Narcotic Drug Problem— 


The Author, Director of the Division of Narcotic Control, Department 
of National Health and Welfare, Ottawa, Canada, Outlines the Problem 
as It Exists Today and the Adequacy of Present Procedures to Combat It 


T THIS TIME in world affairs, when the industrial and human 

potential of all democratic countries is being mobilized to preserve 
democratic principles throughout the world and to provide positive 
leadership to countries less fortunately situated, anything which can 
adversely affect that potential is worthy of the most careful considera- 
tion. For this reason, more and more attention is being given to the 
narcotic drug problem in countries like Canada and the United States. 


Of all the evils that might beset a country, rampant drug addiction 
ranks high. Although Canada has been spared this evil, we have a 
drug problem of sufficient magnitude to merit our most sober attention. 
This country must continue its efforts to cope with the traffic through 
enforcement procedures, and at the same time examine its underlying 
causes with a view to preventive measures. 

Even in a country with as small a population as Canada has, it is 
not easy to assess the extent to which the antisocial use of narcotics 
constitutes a threat to our people. The best information which can be 
obtained indicates that there are not more than 5,000 addicts in all of 
Canada. Except for the occasional appearance of the odd itinerant 
addict in the smaller centers, the narcotic problem is restricted for the 
most part to the larger urban areas such as Vancouver, Edmonton, 
Calgary, Winnipeg, Toronto, Windsor, Hamilton and Montreal. 


This problem, however, cannot be measured in terms of numbers 
alone; it must be seen in the light of many other factors to which it is 
related. Asa health problem, it necessarily involves physicians, nurses, 
hospitals and pharmacists. As an enforcement problem, it engages the 
services of specially trained and equipped officers, as well as court 
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officials and judges, and helps to add its number to the inmates of 
penitentiaries and jails. As an economic problem, it costs the mer- 
chants and citizens of Canada thousands of dollars through theft and 
other forms of crime. As a social problem, it affects homes and the 
lives of people who are brought into contact with it. 

The objective of any country that has a narcotic problem, great 
or small, must be its complete elimination and, through adequate con- 
trol, the assurance that narcotic drugs will be used only for the bene- 
ficial purposes for which they are manufactured and distributed. This 
may well seem a Utopian ideal, incapable of realization. On the other 
hand, it would be a fatal mistake for enforcement authorities to admit 
that the traffic was incapable of eventual control. 

To all enforcement authorities there is a great challenge to be met. 
Yet, in spite of the magnificent efforts of those pioneers who have 
dedicated their lives to the elimination of the narcotic problem through- 
out the world, there is still little evidence that the challenge can be met 
by adherence to present methods of dealing with the evil. 

Canada’s legislative approach to narcotic control differs from that 
of other countries. It combines in a single law both the administrative 
aspects for the control of narcotic drugs for health purposes and the 
criminal aspects concerned with the antisocial or illicit use of narcotic 
drugs. This dual legislative approach to the problem is, moreover, 
administered by that department of government that is charged with 
matters relating to the health and welfare of the people of Canada. 

The Opium and Narcotic Drug Act of 1908 provides a simple but 
efficient method of handling the distribution of narcotic drugs for the 
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purpose for which they should be used. Included in the administrative 
machinery set up under this act are penal sanctions designed to make 
violation of the law unprofitable. More recently, Canada has become 
a party to a number of international agreements for the control of 
opium and other drugs, the first of which was the International Opium 
Convention made at The Hague in 1912. This was strengthened at 
Geneva meetings by the International Opium Convention of 1925, the 
Convention for Limiting the Manufacture and Regulating the Distrib- 
ution of Narcotic Drugs in 1931, and the Convention of 1936 for the 
Suppression of the Illicit Traffic in Dangerous Drugs. 

The jurisdictional basis of the Opium and Narcotic Drug Act is 
clear and simple. It is criminal law and, as such, is within the exclusive 
competence of the Parliament of Canada and has application every- 
where in Canada, without regard to provincial boundaries. 


Administration of Opium and Narcotic Drug Act 

The administration of this act is the responsibility of the Division 
of Narcotic Control of the Department of National Health and Welfare. 
This division is also the agency through which Canada gives effect to 
her international obligations for the control of the distribution of nar 
cotic drugs. The criminal enforcement of the act, however, is carried 
out through a working arrangement with the Royal Canadian Mounted 
Police, the only federal enforcement agency in Canada. The degree 
of integration of effort between this force and the Division of Narcotic 
Control provides an excellent illustration of cooperation between two 
agencies of government. 

The Royal Canadian Mounted Police, through special narcotic 
control officers placed at strategic points throughout the country, are 
on the constant alert to detect illicit distribution of drugs. As in other 
countries, narcotic enforcement requires a degree of anonymity of per 
sonnel that is not usual in the enforcement of the criminal laws at 
large. The difficulty which addicts have in securing regular and ade 
quate supplies of narcotic drugs is itself a tribute to the efficiency with 
which this branch of the Royal Canadian Mounted Police functions. 

While the investigation of the narcotic traffic is carried out entirely 
by the Roval Canadian Mounted Police, the prosecution of offenses is 
the responsibility of the Division of Narcotic Control. To assist in this 
work, the Department of Justice designates from amongst practising 


lawvers special counsel for this purpose. 
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The enforcement of this law, important though it is, does not con- 
stitute the major activity of the Division of Narcotic Control. Dramatic 
as the enforcement aspect is, domestic control of narcotic drugs is 
perhaps the most important element in the administration of the law. It 
is through this control, in cooperation with legitimate distributors 
and users of narcotic drugs, that Canada endeavors to keep the narcotic 


problem to relatively small proportions. 


In this connection, Canada has enacted simple but effective laws 
and regulations designed to limit exclusively to medical and scientific 
purposes the manufacture, sale, import, export, distribution and use of 
narcotic drugs. Narcotics in Canada are as scrupulously handled, audited, 


recorded and protected as the funds in our government-chartered banks. 


Canada regularly furnishes the established international super 
visory bodies with detailed information respecting existing narcotic 
problems and measures taken to control drugs within the Dominion. 
For example, an estimate is submitted annually, well in advance of the 
ensuing year, of Canada’s narcotic requirements for medical practice. 
The Secretariat of the United Nations is also advised of quantities of 
narcotics contained in imported or exported medications, as well as of 
the amounts of all important drugs used for medical and scientific pur- 
poses. The value of close cooperation with the narcotic services of 
other countries, notably the United States and Great Britain, has been 


repeatedly demonstrated. 


As Canada does not manufacture basic narcotics, but must import 
them, an important responsibility of the Division of Narcotic Control 
is to insure that adequate quantities of narcotic medication are always 
available for medical needs. The fundamental principle upon which 
domestic control is predicated is that no narcotics or preparations con 
taining them may be imported except under license from the division, 
nor may they be distributed except through licensed firms. 


Wholesalers and druggists are required to maintain records of all 
drugs handled, showing the dates of transactions and the names and 
addresses of all persons concerned. Separate records must be kept 
for each branch or store. Physicians, veterinary surgeons and dentists 
must provide information, when requested, respecting drugs received, 
dispensed, prescribed or otherwise distributed. Records must be kept 
by anyone who maintains premises in which drugs aré kept, and a high 


standard of security is insisted upon. 
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Licensed wholesalers submit monthly reports on sales of drugs, 
and the division maintains on individual cards a record of drugs re- 
ceived by all hospitals, physicians, dentists, veterinary surgeons and 
retail druggists. Only members of these professions in good standing 
in their provinces may sell, purchase, issue or prescribe drugs, and a 
constant check insures that others do not do so. Drug quantities re- 
ceived by authorized persons are watched, and amounts apparently 
excessive must be explained. 


Wholesalers also submit reports on the quantities of drugs on 
hand at the end of each year. These statements, with the import and 
export data, are used in estimating drug consumption and also in pre- 
paring an estimate, sent to the Permanent Central Opium Board, of 
anticipated requirements for the ensuing two-year period. Provision 
is made, of course, for adequate reserve stocks. 


In addition, the division’s staff of trained auditors, who are quali- 
fied pharmacists, examine the books of wholesalers and hospitals to 
ensure that they are kept satisfactorily, and audit the stocks and manu- 
facturing procedures of all wholesale houses in Canada. 


As an additional check on the distribution of narcotic drugs, no 
wholesaler may sell to any authorized person, whether physician, drug- 
gist, dentist or veterinary surgeon, pure morphine, heroin, cocaine or 
codeine in quantities exceeding one ounce per month, without special 
authority. It is only where the purchaser is able to explain satisfactorily 
the reasons for additional amounts as, for example, a large drug store, 
or a physician specializing in cancer, that special authority is given. 


Statements on drug sales are also received periodically from re- 
tailers, showing purchases by hospitals, physicians, veterinary surgeons 
and dentists, as well as drugs dispensed on prescription. Should the 
quantity of drugs appear excessive, explanations are required. 


When it becomes evident that narcotics are being used illegally, 
the professional man concerned may be prohibited from obtaining 
narcotics anywhere and from issuing prescriptions for narcotic drugs. 
If necessary, criminal proceedings are undertaken. Retailers’ reports 
also facilitate checks of the handling of drugs by unauthorized persons 
and reveal cases where drugs are being obtained illegally from more 
than one physician, contrary to the act. 


In addition to these measures for domestic control, there was 
established some time ago, by directive of the Governor-General in 
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Council, a committee known as the Technical Advisory Committee on 
Narcotic Drug Addiction. This committee is representative of various 
interested bodies concerned with health, enforcement and welfare, and 
has been charged with, among other things, the direction of research 
into matters relating to narcotic drug addiction—its prevention and 
treatment. This includes consideration of the use and addiction prop- 
erties of new synthetic drugs. 


There can be no question but that the trafficker—who may or may 
not be an addict—is always a criminal. Asa criminal, he is deserving of 
the most rigid and exacting sanctions the law can devise. The simplest 
answer to the narcotic problem would seem to be the elimination of the 
activities of the trafficker, and the efforts of enforcement have been 
bent in this direction. Because of the elimination of geographical 
difficulties and the opening up of new avenues of communication, there 
seems little hope that the activities of the trafficker will be completely 
eliminated in the foreseeable future. Indeed, it is the very efforts 
which are made to suppress the antisocial use of narcotics that account 
for the astronomical prices available on the illicit market. 


New Avenues Open 


Up to the present time, efforts to eliminate the narcotic problem 
have been essentially in the field of enforcement. The increasing num- 
ber of convictions for narcotic offenses, as well as other factors involv- 
ing greater scientific and medical knowledge, are causing modern-day 
authorities to explore other avenues in addition to those offered by 
orthodox enforcement procedures. 


As may be expected in examining what has hitherto been essenti- 
ally a criminal law problem as one which may also have medical as- 
pects, there is considerable difference of opinion as to the width and 
direction of any avenues of approach. Indeed, with respect to certain 
of the problems which have been put forth for consideration, it would 
not be an understatement to say that some controversies have been 
provoked. It is only, however, through the exploration of new avenues, 
coupled with the willingness to examine objectively and critically exist- 
ing procedures and techniques, that we can hope to meet the challenge 
that is presented. 


As the evil of alcoholism has presented a problem that so far has 
baffled all corrective measures, either legislative or moral, so must the 
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narcotic problem be regarded. In many aspects, the problem of alco- 
holism and the problem of addiction are strikingly similar. Medical 
authorities are more and more finding parallels in both the cause, as 
well as the treatment, of alcoholism and addiction. There is, of course, 
one essential difference in that alcohol, even for an alcoholic, is a 
legally purchasable commodity, whereas narcotic drugs are not. Whether 
the difficulty and expense in obtaining narcotic drugs helps the addict 
to abstain from his habit is one of the controversial matters that have 
been raised by proponents of legalized supplies to drug addicts. The 
examination of any such proposal involves matters and factors which 
do not find place in an article of this kind. It is sufficient to say that 
authorities who are familar with the narcotic problem from the medical, 
as well as the enforcement, points of view are irrevocably opposed 


to any such solution. 


Public Education on Drug Problem 


A proposal which Canadian authorities have been regarding with 
hope and favor involves some means of greater and more effective pub- 
lic education as to the evils of drug addiction not only from the point 
of view of society, but also from the point of view of the addict himself. 
It is considered by many that a solution of the problem must involve 
some approach that will deter, prevent or warn potential users. For 
too long, perhaps, the narcotic problem has been viewed as one not 
proper for detailed public inspection. Whether decreasing respect for 
the prohibition laws resulted from the dramatization and glamoriza- 
tion of the gangster, the rumrunner, and the highly placed and pro- 
tected vice czar, as portrayed by moving pictures and sensational 
journalism, or whether this was merely a product of cause and effect 
is diffcult to say. Unfortunately, to some extent a comparable situa- 
tion has developed with respect to drug trafficking. The traffic has 
unfortunately acquired a veneer of drama and attraction that must 
complicate its solution. There is associated with it, and the drug 
addiction as well, an aura of mystery and of glamour that appeals to 
morbid curiosity and may well prove a tempting influence on persons 
who are not sufficiently stable to resist it. The words “dope traffic,” 
“drug addiction,” “dope fiend,” and others, frequently conjure up visions 
of underground warfare, of battles with enforcement authorities, of 
fabulous wealth and, perhaps most unfortunate of all, of sex orgies 
which can be hinted at but not described. 
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In contrast to this, would the subject have the same attraction if 
the addict were known for what he really is—a furtive, pathetic dere- 
lict, physically unclean, because of the carelessness which his habit 
engenders, and malnourished, because of the cost of supporting it. 
He must live a hand-to-mouth existence which, at best, is a step ahead 
of the enforcement authorities. He must eventually find refuge in a 
life of thievery, crime and association with the dregs of human society. 
Whatever his means of livelihood, he cannot enjoy the luxuries which 
money provides, but only the luxury of supporting a habit which must 
inevitably destroy him. Apart from these things, would the subject 
have any fascination if it were known that addiction destroys all sexual 
desires? 


It is in this field that public education may prove an effective aid 
to enforcement. Public education does not mean the distribution of 
confidential information respecting matters essential to narcotic en- 
forcement. On the contrary, enforcement authorities must continue 
to have the privilege and use of every means and benefit in the detec- 
tion of narcotic crime. Public education should not include that which 
might restrict the effectiveness of enforcement agencies nor would it 
include matters likely to dramatize the drug traffic. On the contrary, 
it would be devoted entirely to the deglamorization of the traffic and 
of the addict, and would show both as they really are. It would be 
preventive work of the most basic kind, intended to alert people as 
to the underlying causes of addiction and assist in avoiding its false 
attraction. 


Addiction undoubtedly is the product of many contributing causes, 
often expressed in terms of instability of character, emotional insecu- 
rity, environment, evil associations and others. Among these, lack of 
knowledge should rank high. 


Threat to Adolescents 


There is possibly no time in one’s life when susceptibility to addic- 
tion is more likely than in youth. While facts and figures are difficult 
to obtain, a Canadian survey indicates that of a selected group of crimi- 
nal addicts, more than 50 per cent had succumbed to addiction at the 
age of 17 years. The dangerous age would seem to be when the indi- 
vidual is on the threshold of his adult life. 


An educational campaign of the kind conducted among the youth 
of the country by certain prohibition and teetotal advocates would be 
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dangerous and misleading. The illustration frequently employed by 
some temperance advocates that one drink makes one a drunkard and a 
lifetime slave to alcohol has already done a great deal to destroy the 
worthwhile educational programs of sincere temperance advocates. The 
suggestion to a boy that a glass of beer or a drink of whiskey puts him 
beyond redemption is often contradicted by the fact that his father, 
whom he does not regard as being beyond redemption, consumes alco- 
hol in moderate quantities as part of his daily life. 


This is not so with narcotic drugs, and it could be stated with 
perfect truth and without similar risk of contradiction that the de 
liberate use of narcotic drugs for purposes of enjoyment is likely to 
place the individual beyond redemption. This argument cannot be 
simply refuted as in the case of the single drink. Whatever one’s 
environment, the state of his means, the temptation of the moment, 
or the persuasiveness of his associates, the likelihood of voluntary 
subjection to a lifetime of slavery with the horrid consequences of 
addiction would be immeasurably less likely with a proper understand- 
ing of the facts of addiction. 


Prevention Rather Than Cure 


Would young people take a chance on the momentary thrill of a 
“shot” if they already knew the consequences of their act? True, 
there are many who would, and it is those who must inevitably be 
the subject of our enforcement and reclamation efforts. Those, how- 
ever, who would not need never fear the enforcement or the reclama 
tion agencies, and it is in such prevention that part, at least, of the 
solution to addiction must lie. 


Any movement for the more realistic instruction of our youth will 
not be without opposition, but if our narcotic problem is to be success 
fully tackled and eventually controlled, education, intelligent under 
standing and a full realization of its consequences must play a most 
important part. A revealing comparision might well be made with 
another field of health endeavor—the venereal diseases. With all their 
sordid implications and accompaniments, they reach as profoundly into 
the depths of human debasement as does the evil of narcotics. 


In recent years, however, courageous and far-sighted health au 


thorities, appreciating the futility of a struggle against an unrevealed 
opponent have, through education, broken through the curtain of con- 
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cealment and exposed to full view the physical affliction, the corrupt 
associations, the slavery of women and children, the panderer, the 
ominous and ever-present “big money” interests—ail the real impli- 
cations of these diseases. Thus, positive action can and is being taken 
to eradicate this threat to human health and welfare. 


With such a pattern, is there any reason why an even more loath- 
some affliction should not be exposed in all its infamy and degradation? 


Progress in Control Procedure 


Much has already been accomplished in Canada, in the profes- 
sional field, through specially prepared lecture material presented to 
medical and pharmaceutical associations and to undergraduate soci- 
eties in colleges of medicine and pharmacy by bringing before these 
professional groups pertinent facts on the economic and social aspects 
of drug addiction. This type of public relations approach has, in the 
past few years, resulted in a better understanding of control procedure 
in the handling of legitimate stocks and the use of narcotic medication 
in the practice of medicine and pharmacy. Asa result, Canadian con- 
trol authorities seldom, if ever, encounter legitimate supplies in under- 
world circles. 


Training of specialist enforcement personnel has been another new 
approach to the problem of addiction, with a general expansion and 
redirection of enforcement operations. More emphasis is now being 
placed on the scientific and medical aspects of narcotic control and on 
research initiated with the aim of coping with narcotism, both at its 
source—the origin of the craving of drugs—and at its consequence 
—human and economic ruin. 


To keep pace with a more enlightened educational program, there 
must be ever-vigilant enforcement. The success of enforcement does 
not lie only in the rapid prosecution of narcotic offenders, but in the 
reduction in the numbers of recidivists. The records indicate, how- 
ever, that imprisonment does not usually provide a sufficient deterrent 
to a future relapse to addiction. The threat of imprisonment is not 
enough because there are special aspects of addiction which distin- 
guish it from other forms of crime. 


The physical dependence the addict has on his drug and the in- 
tense temptation which faces him cannot be compared with the temp- 
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tation to commit ordinary crime. To classify an addict merely as a 
criminal because he has violated the narcotic law fails completely to 
recognize the medical aspect of addiction. Further punishment is no 
answer to the addict recidivist. Despite his physical removal from the 
drug, imprisonment provides no mental armor to help him withstand 
the physical temptation to return to it. Enlightened enforcement 
agents everywhere are viewing with the greatest interest the possi- 
bilities of providing some form of rehabilitative treatment for drug 
addicts. 

The foregoing is an outline of the problem as it exists in Canada 
today, the means at our disposal to combat it, and the adequacy of 
present procedures. Unfortunately, the problem is far from being 
static. More people are coming into the picture than ever before and, 
in spite of constant vigilance, there appears to be an ever-greater avail 


ability of illicit supplies, particularly of heroin, in underworld circles. 


As the matter now stands, we must ask ourselves whether we are 
to continue to fight a rearguard action or to take the offensive. In taking 
the offensive, the answer lies not only in the employment of greater 
numbers of enforcement personnel, but in positive preventive cam- 


paigns of public education. 


Four-Point Summary 


A comprehensive educational program might have four parts. 
First, there is the professional side. A great deal has been done in 
recent years to impress upon professional groups the necessity for the 
strict controls imposed, which, though irksome at times, are in the 
best interests of the profession. Second, public interest must be 
aroused through useful publicity on the attendant evils of the traffic 
economic loss, dislocation of homes and disruption of human lives. 
Third, for the youth of the country, addiction must be stripped of all 
its glamour. Fourth, education must be coupled with rehabilitative 
treatment for those subjects who offer some hope of reclamation. 


These are among some of the means which, coupled with vigorous 
enforcement, may eventually help to bring about a measure of control 
that will insure the use of narcotic drugs for beneficial purposes and 
the elimination of the evils that have too long accompanied their use. 


[The End] 








More Grist 
from the Food and Drug Mill 


By L. M. BEACHAM 


Examples of the Day-by-Day Activity of the Canned Foods Branch of 
the Food and Drug Administration Were Presented by Mr. Beacham 
in This Lecture at New York University Law School on February 19 


N PREVIOUS OCCASIONS when it has been my pleasure to 

appear before this group [student body in the graduate course on 
the Federal Food, Drug, and Cosmetic Act at the New York University 
School of Law] I have discussed with you some of the administrative 
actions our organization has taken and I have undertaken to show the 
reasons that impelled us to take those actions, as well as to explain 
the results which we might reasonably hope would flow from them. 
Tonight I shall continue in the same vein, describing a few of the 
matters that we have dealt with in the administrative field in recent 
months. 

The first such instance that comes to mind is the recent amend- 
ment of the standard of identity for canned tomatoes, which removes 
the requirement for label declaration of the packing medium described 
as “strained tomatoes.” This amendment was made after a public hear- 
ing, of course. A brief explanation of the situation that brought this 
amendment about may be interesting. Back in 1939, the first standard 
of identity for canned tomatoes was formulated. It embodied the 
concept that canned tomatoes usually consisted of whole or large pieces 
of tomatoes packed in the liquid which drained from them during peel- 
ing and coring. Since this was the product that the consumer normally 
expected to obtain when she purchased canned tomatoes and closely 
resembled the canned tomatoes she herself sometimes prepared in her 
own kitchen, no label declaration of that added liquid ingredient was 
required by the standard. However, there were also on the market 
canned tomatoes in which the liquid packing medium was prepared 
by passing the cores and peelings themselves through a fine strainer 
and other canned tomatoes in which the liquid portion was prepared 
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by passing whole tomatoes through a strainer or finisher, as it is called. 
Since these last two were’ somewhat less common forms of canned 
tomatoes, the standard provided that the presence of those liquid pack- 
ing media must be declared on the label. In the first instance this 
was done by a label statement describing the liquid packing medium 
as “Added Strained Residual Tomato Material from Preparation for 
Canning,” and in the latter instance by the declaration “With Added 
Strained Tomatoes.” At about the same time that the standard of 
identity for canned tomatoes became effective, a standard of identity 
for tomato juice was also established. Because tomato juice as defined 
therein was essentially strained tomatoes, we soon expressed it as our 
official opinion in TC 57, February 15, 1940, that “the label declaration 
‘with added tomato juice’ may now be substituted for the label declara- 
tion ‘with added strained tomatoes’.”” This was not an arbitrary modi- 
fication of the requirement of the standard, but was a recognition of 
the fact that the article was essentially a combination of two standard- 


ized foods: canned tomatoes and canned tomato juice. 


This arrangement proved satisfactory for a number of years, as 
long as tomatoes with added tomato juice, that is, strained tomatoes, 
represented a distinctive product which the packer deliberately packed. 
However, in recent years, circumstances with which I am not entirely 
familiar brought about a change in packing procedure. More and 
more often tomato canners found that they did not have enough liquid 
resulting from the peeling and coring operations to furnish a packing 
medium for the tomatoes being canned. This may have been due to 
improved peeling and coring techniques with less bleeding of the 
peeled fruit or to different varieties of tomatoes or to some other cir- 
cumstance that I know not of. At any rate, they frequently found it 
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necessary to send whole tomatoes through the strainer in order to 
obtain the liquid packing medium needed to continue operations. This 
brought about a complication, for the cans containing added strained 
tomatoes should, under the provisions of the standard, bear a label 
declaration. But these cans were often interspersed throughout the 
pack, with other cans containing merely the liquid which drained 
during peeling and coring and which did not require a label statement 
of packing medium. A great deal of effort would have been required 
to keep the two products separated, and two sets of labels would have 
been needed as well, although the product containing added strained 
tomatoes was hardly distinguishable from that which did not. The 





industry, therefore, requested a hearing to amend the standard to 
permit the use of added strained tomatoes without label declaration. 
On the basis of testimony setting forth the facts I have just described, 
the standard of identity for canned tomatoes was so amended. 


While I am on the subject of tomatoes perhaps I should discuss 
something else that we recently did with respect to that product. I 
can do no better, I imagine, than te quote the statement of general 
policy published in the Federal Register for July 20, 1951: 


3.24 Notice to packers of comminuted tomato products. It has long been known 
that tomato rot may be caused by one or more of the following: fungus diseases, 
bacterial diseases, virus diseases, and certain nonparasitic diseases. Only the 
fungus rots are characterized by the presence of mold filaments. Mold counts 
on comminuted tomato products are not increased by incorporating within the 
product tomato rot caused by bacteria, virus, or nonparasitic factors. Although 
high mold counts of these products reveal that large amounts of rotten material 
are present, low mold counts do not necessarily demonstrate absence of the type 
of rot caused by the tomato diseases that are not characterized by mold filaments. 


Inspections of canneries engaged in the packing of comminuted tomato 
products show that most packers effectively trim, sort out, and discard rotten 
tomatoes from the raw stock. Some packers, however, do not properly eliminate 
rotten tomato material, and a few packers deliberately use rotten tomatoes in 
these foods, provided the mold count remains low. Some packers, on occasion, 
have mixed tomato products having a high mold count with tomato products 
containing little or no mold, so as to produce a blend with a low mold count. 


Packers of comminuted tomato products who rely upon the mold count as 
the sole or primary control procedure, to the neglect of adequate sorting and 
trimming, may produce products with low mold counts which contain substantial 
amounts of rot. 

It is the purpose of this announcement to advise all canners of tomato 


products that: 


(a) Although high mold count is conclusive evidence of inclusion of sub- 
stantial amounts of rot, mold count is not the only way of establishing that 
comminuted ,tomato products contain decomposed tomato material. 
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(b) Where factory observations or other evidence reveals that comminuted 
tomato products contain rot not caused by mold, such rot, as well as that caused 
by mold, will be taken into account in applying the provisions of the Federal 
Food, Drug, and Cosmetic Act against adulteration. 

(c) The blending of tomato products adulterated with tomato rot, of whatever 
kind, with tomato products made from sound tomatoes, or with other sound 
food, renders the blend adulterated. 


Evaporated Milk, Oleomargarine Standards 


The standard of identity for evaporated milk has recently been 
amended and it seems probable that a proposed amended standard of 
identity for oleomargarine will become effective shortly. In the case 
of evaporated milk, the standard was amended to increase the mint- 
mum quantity of Vitamin D, when it is used as an optional ingredient, 
from 7.5 U. S. P. units per fluid ounce to 25 U. S. P. units. This 
change in the standard reflects a change in practice on the part of the 
industry that has taken place during the years since the standard of 
identity for evaporated milk was originally promulgated. At that time, 
the usual method of increasing Vitamin D potency was by irradiating 
the milk with ultra violet light. If the irradiation process were con- 
tinued to give a Vitamin D content much in excess of 7.5 units, it 
resulted in an objectionable off-flavor in the milk. In recent vears 
Vitamin D concentrate has come into general use, and this may be 
added to the evaporated milk in larger quantities without affecting the 
taste. In order to afford more antirachitic effect from the evaporated 
milk, the industry had generally gone to Vitamin D levels of 25 units 
per fluid ounce or more. The standard as amended recognizes this 
change in manufacturing practice which is definitely to the consumers’ 
benefit. 

One of the proposed amendments to the standard of identity for 
oleomargarine came about under similar circumstances. That is, it has 
been proposed to increase the Vitamin A content from a minimum of 
9,000 U. S. P. units per pound to 15,000 units. This was done because it 
has become the custom of the industry to add the larger amount of 
Vitamin A, after it had been established that butter frequently con 
tains more than 9,000 units of Vitamin A per pound. Again, such a 
change is in the consumers’ interest. 

The other amendment proposed would permit the use of the so 
called curd from soybeans instead of skimmed milk as an ingredient of 


oleomargarine. This proposal has an interesting background. As you 





Nh 


d 
d 


al 








MORE GRIST FROM THE FOOD AND DRUG MILL PAGE 259 


know, there are certain religious groups in this country who object to 
eating animal products. As oleomargarine is standardized at the pres- 
ent time it contains skimmed milk, even when made from vegetable 
oils. Skimmed milk, is, of course, an animal product. A manufacturer 
in the Midwest who wished to prepare an all-vegetable product made 
what he called “Soy Butter” from vegetable oils and soybean curd. 
He immediately found himself in a legal dilemma. At that time the 
Oleomargarine Act of 1886 was still in effect, under which oleomar 
garine was subject to special taxation. The Bureau of Internal Reve- 
nue ruled that his product was oleomargarine and that the tax must 
be paid on it. The position they took was a logical one from their 
point of view, since the law they were enforcing had as its purpose the 
control, through taxation, of substitutes for butter. Clearly, the prod- 
uct in question was such a substitute, and hence was subject to taxation. 
On the other hand, we held that the product was not oleomargarine 
under our act inasmuch as it contained an ingredient which the stand- 
ard of identity did not recognize in substitution for one which the 
standard required. Moreover, the product could not legally be shipped 
in interstate commerce, even after the tax had been paid, because it 
clearly purported to be a product for which a standard of identity had 
been promulgated and it did not comply with the standard. As | 
recall, there was considerable litigation to clear up the status of the 
product under the revenue act, and subsequently the manufacturer 
petitioned for an amendment to the standard to permit soy curd as an 
optional ingredient in oleomargarine. The testimony given at the 


hearing is now being reviewed. 


Preserving Standards Amended 


Recently, a hearing was held on a proposal to amend the standard 
of identity for jams, jellies and preserves, to restrict the amount of 
corn sirup permitted and to eliminate the requirement that it be de- 
clared on the label. The original standard permits corn sirup solids 
in an amount up to 50 per cent of the total saccharine ingredients, but 
requires that the corn sirup, as well as the other sweetening agents 
used in combination with it, shall be shown on the label. From a 
technical standpoint, use of the maximum permitted quantity of corn 
sirup solids appears sometimes to have an undesirable effect on the 
texture and appearance of the finished product. Most packers who 
use it have been accustomed to adding it in smaller proportions. The 
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requirement that its presence be declared on the label is at variance 
with those of other standardized fruit products which I believe, without 
exception, permit its use in limited amounts without label declaration. 
The industry proposed that the use of corn sirup solids be restricted 
to 25 per cent of the total saccharine ingredients, since this more nearly 
reflects actual commercial practice, and requested that label declaration 
not be required. A hearing has been held and testimony supporting 
the proposal has been given by the industry. A tentative order pro- 
posing the above amendments has been published, but the final order 
has not yet issued. 


sefore leaving the subject of standards, I should perhaps touch 
briefly on one feature of the recent hearing on the proposed standards 
of identity, quality and fill of container for canned pineapple. Most 
of the testimony was given by industry witnesses. In testifying on 
the proposed standard for fill of container, they introduced evidence 
supporting a standard of fill embodying an average concept, that is, 
the standard would require that the average drained weight of a number 
of containers examined should not fall below a specified minimum. 
The evidence introduced at the time was not as comprehensive as 
one might wish, and the hearing was eventually adjourned with the 
understanding that it will be reopened at a later date to permit the 
introduction of additional data. 


Need for Changed Concept? 


The interesting point is whether or not a standard of fill of con- 
tainer employing an average concept would be of more benefit to 
consumers than our present concept. We have always felt that the 
requirements of the standards are applicable to each individual con- 
tainer, and that, at least in the abstract, a package of a given product 
either meets or does not meet the applicable standard without regard 
to whether other packages in the same shipment may or may not meet 
the standard. Where fill of container is involved, it is certainly of 
little consolation to a housewife who has received, let us say, a can 
of fruit which she considers underfilled to reflect that a neighbor 
may have purchased a can correspondingly overfilled. In actual en- 
forcement activity, of course, a rule of reason must prevail, for it 
would be unthinkable to seize a carload of goods because of, say, one 
or two violative cans. From the practical standpoint, moreover, we 
have long ago learned that it is very difficult to establish a reasonable 
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standard of fill of container which will afford any protection to the 
consumer if the minimum fill must be set so low that every individual 
can, packed under good commercial conditions, will meet it. This is 
especially true in the case of large-unit fruit, such as peaches, pears, 
whole apricots and the like; there the inevitable variation in the size 
of the units results in a wide range of drained weights. For example, 
let us consider a can of peaches containing nine units, each unit weigh- 
ing approximately two ounces, or 18 ounces total. In packing one 
can, it will be possible to get all nine units into the can, but in pack- 
ing the next can perhaps some of the units are slightly larger, with 
the result that only eight can actually be got into the can. There 
is almost, but not quite, enough space for the ninth unit. Since the 
ninth unit cannot be included in the can without crushing, it must be 
omitted; whereupon we have a can packed with only eight units and 
a drained weight of perhaps 16% ounces. A standard requiring this 
figure as the minimum drained weight would have no significance 
with respect to the majority of the cans containing, let us say, nine 
pieces and having a drained weight of 18 or more ounces. We wrestled 
with this problem back in 1939 when the standards of fill of container 
for some of the canned fruits were established. 


At that time we came to the conclusion that we could do no better 
than require, as a general principle, that the container be packed with 
the maximum quantity of food that could be sealed in it and processed 
without injuring the quality. This admittedly is far from a specific 
requirement, and we would like to revise our standards of fill to pro- 
vide more definite minimum limits and to halt a trend towards lower 
drained weights. Perhaps a standard based upon an average and the 
distribution of individual cans about that average may be the answer. 
In any representative sample taken from a given lot a certain average 
drained weight will, of course, be obtained. Some of the cans will 
exceed this average, while others fall below it, but the statisticians 
tell us that in a normal sample the individual cans should all fall into 
a definite pattern within certain limits. For the sake of illustration, 
actual studies might disclose that in a given product a few individual 
cans would fall as much as an ounce below the average. Fewer still 
would fall as much as one and one-half ounces below, and perhaps 
virtually none should be expected to fall as far as two ounces below 


the average. If this should prove the case, it might well be feasible 
to write a standard of fill for a product, with a requirement that the 
average of a sample should not be below a given figure, with an ad- 
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ditional requirement that not more than a specified percentage of the 
cans should fall below a lower figure, and perhaps a further prohibi- 
tion against a still smaller proportion falling below an even lower 
figure. This would serve as a safeguard against the unlikely event 
that an unscrupulous shipper would mix grossly slack-filled cans into 
an otherwise legal lot and also would disclose lack of care in filling 
each can as full as possible. The idea offers interesting possibilities, 
although certain very cogent questions immediately come to mind 
with anyone accustomed to dealing with regulatory problems. 


Question of Sample Size and Specifications 


For example, would the size of the sample and perhaps also the 
way in which it was taken have to be spelled out in the standard? If 
perchance it should not be possible to take a sample of the required 
size in the specified manner from a given shipment, would a handicap to 
enforcement be raised? One may confidently expect variations in the 
averages obtained, depending upon varying conditions of season, pack- 
ing, variety and the like. Would these variations in the average of a 
number of cans raise again, although perhaps to a smaller degree, all 
of the difficulties previously encountered in dealing with individual cans? 

The possible requirement mentioned above, as to specifying the 
size of the sample in the standard itself, is not altogether new, for it 
has already been done in at least two standards. The standard of 
quality for cherries requires that at least 24 pounds be examined for 
pits and the standard of quality for green beans requires that at ijeast 
60 ounces be examined for extraneous material. As far as that goes, 
the concept of an average in fill of container requirement is not 
altogether novel. In the general regulations under the Act, Section 
1.8 (i)—dealing with total net contents as contrasted with drained 
weight of the solid portion of the food—there is the requirement that 
the statement of quantity of contents appearing on the label shall 

express the minimum quantity or the average quantity of the contents of 
the packages. If the statement is not so qualified as to show definitely that 
the quantity expressed is the minimum quantity the statement shall be considered 
to express the average quantity. 

Paragraph k (2) of the same regulation provides: 


variations from the stated weight, measure, or numerical count shall be 
permitted when caused by unavoidable deviations in weighing, measuring, or 
counting individual packages which occur in good packing practices, but 
variations shall not be permitted to such an extent that the average of the 
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quantities in the packages comprising a shipment or other delivery of the food 
is below the quantity stated, and no unreasonable shortage in any package shall 
be permitted even though overages in other packages in the same shipment or 
delivery compensate for such shortage. 

In a previous appearance before this group I have described in 
some detail the operations of the supervisory Seafood Inspection Serv- 
ice which the Administration conducts under the provisions of Sec- 
tion 702 (A) of the Act. Until the present time this service has been 
restricted to canned shrimp and canned oysters, but within the past 
few months we have extended the service to include frozen shrimp, 
frozen breaded shrimp and fresh shrimp shipped under refrigeration. 
In order to provide this service, it has been necessary to adapt exist- 
ing regulations to cover the new products. Insofar as the new regu- 
lations relate to operating conditions in the plant, they are based on 
the same principles of complete sanitation, use of sound raw mate 
rials and expeditious handling that characterize the earlier regulations. 
When we came to those regulations providing for certifying the fin- 
ished product, we faced a new and entirely different situation. Here- 
tofore we have dealt with a product whose condition and quality was 
not likely to change after processing, but fresh shrimp, frozen shrimp 
and frozen breaded shrimp are perishable products. A shipment that 
would comply with all of the provisions of the Food, Drug, and Cos- 
metic Act at the time it was packed might, under adverse circum- 
stances, become wholly unsuitable for food within a very short time. 
Our problem was to provide for a certificate and a label statement 
that would state accurately and briefly the fact that the product had 
been prepared under our supervision without causing the prospective 
purchaser to expect more in the way of protection than we had actu- 
ally been able to afford. We believe that the following label state- 
ment will do that: “Packing and Freezing Supervised by United States 
Food and Drug Administration. Perishable Commodity—Not War- 
ranted Against Mishandling After Freezing.” At the moment, prepa- 
rations are being made to put this inspection service into operation, 
and we believe that freezing and refrigerating shrimp under govern- 


ment supervision will begin shortly. 


Labeling of Dietetic Specialties 


In recent years, the packing of canned foods designed for those 
who must watch the composition of their diet has increased enor- 
mously. This has been particularly true following the recognition 
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by the medical profession that control of the sodium intake is often 
important for those suffering from hypertension. A recent census 
showed that in 1951 there were 85 packers of canned dietetic foods 
with an output of 5,000,000 cases comprising 53 products. The rapid 
growth in the number and quantity of such special foods has, of course, 
brought up again and again the matter of how particular items should be 
labeled. 


illustrative Questions and Answers 


The general principles we adopted to govern the proper labeling of 
foods in this field can probably best be shown by quoting a series of 
questions submitted to us some months ago by representatives of the 
canning industry, together with our answers. The questions fall 
roughly into three groups: those dealing with the labeling of canned 
dietetic foods in general; those dealing with the statement of sodium 
content; and those dealing with statements of analysis on the label. 


The questions and our answers were as follows: 


General 

1. What general labeling requirements should be applied in the case of 
dietetic canned foods? Should a distinctive wording be required? Should there 
be specific reference to the fact that such products are for use in restricted diets? 

We are of the opinion that a “dietetic canned food” is a definite representation 
that the article is for special dietary use. Paragraph 125.02 of the regulations 
issued under section 403(j) would therefore require that the label of the article 
bear a statement of the special dietary property, or properties, of the product 
In order to meet this requirement, it seems almost inevitable that the purpose 
of the product, such as the kind of restricted diet in which it is to be used, 
would be called for on the label. The nature of the statement would depend 
upon the particular dietary purpose which the article is intended to serve. 

2. How should the absence of added sugar and/or salt be indicated on the 
label? Should such statements make reference to the presence ot water? For 
example, would the phrase, ‘Packed Without Added Sugar’ be acceptable, or 
should the statement read ‘Packed in Water Without Added Sugar’? Is the 
word ‘added’ necessary or desirable in such terminology? 

If the article involved is one in which added sugar and/or salt is a customary 
ingredient, some such statement as proposed, namely “Packed Without Added 
Sugar,” or “Packed Without Added Salt,” would be acceptable. If water is the 
packing medium, a combination such as suggested, namely “Packed in Water 
Withcut Added Sugar” would be preferable. To avoid creating the impression 
that the article contains no sugar or salt, we believe the word “added” is desirable 
This view of course is conditioned upon the assumption that the article involved 
is suitable for use in diets in which restriction of sugar or the sodium ion is desired. 


Label Statement of Sodium Content 

1. May the absence of added sodium (or salt) be declared on the label, 
or in collateral advertising, without subjecting the product to the labeling 
requirement of statement of amount of sodium contained in the product? 
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We believe that reference to the absence of added sodium (or salt) either 
on the label or in collateral advertising requires that the label bear information 
concerning the actual sodium content of the product. 

2. Where a product is offered for low-sodium diets, how should the sodium 
content be expressed? Would the expression of content as milligrams per 100 
grams be acceptable? Would an expression as the range (best available data) 
and an average be acceptable? 

In our opinion, the preferable declaration of sodium content is in terms 
of milligrams per hundred grams of the food. In some instances where this 
may not be feasible, a range based upon the best available data, together with 
an average value, would appear to be the best alternative, 

Obviously, frequent examinations of the product for sodium content should 
be made and appropriate corrections made of any range or average figure given 
on the label, if the facts require. 

3. Since certain products naturally contain relatively high amounts of sodium, 
should a sodium level be established above which a product would not qualify 
as a “low sodium food” even in the absence of added salt? How might a decision 
be reached in regard to such a level? 

We question the desirability of attempting to define a “low-sodium food.” 
It seems to us preferable to consider each product on the basis of the quantity 
and frequency with which it is consumed and to reach a determination as to 
whether a reference to its use in a low-sodium diet is justified. We should like, 
however, to reserve a final opinion on this point until after further study. 


Label Statements of Analysis 

1. Where a product is offered for use in restricted diets it is understood 
that the label should carry specific information with reference to the essential 
‘dietary factors. What is a satisfactory basis for the label statement of analysis? 
Should it be permissible to base the statement upon data to be obtained from 
published tables of food composition, or upon such data after there is assurance 
that the canner’s product would be reasonably represented by such data? Should 
there be a responsibility upon the canner to maintain a continuous analytical 
check on the dietary products which he packs? 

In undertaking to represent a food as being of value for special dietary 
purposes, the distributor, in our opinion, must assume the responsibility for 
making an appropriate study of his product as a basis for special label claims. 
We do not believe that, generally speaking, complete reliance can be placed on 
published tables of food composition as a basis for specific label statements. The 
canner should make a sufficient number of analyses of his own product to provide 
data for such claims. Variations in raw materials, methods of production, and 
other factors may easily make a particular firm’s product substantially different 
in composition from the articles examined for the purpose of preparing tables 
of food composition generally. It is difficult to discuss this particular question 
in general terms since the specific nutritive factors involved and their normal 
variations in food products will have a great bearing upon the question. 


From the foregoing examples of our day-by-day activity, I hope 
you will agree with me that we are continuing to steer a course that 
affords the maximum benefit to the consumer without working un- 
reasonable hardship on industry. [The End] 





The Bugaboo of Imitation Foods__}- 


This Address Was Delivered by Mr. Rubenstein, Who Is 
General Counsel for the New York Preservers Associa- 
tion, Before the Section on Food, Drug and Cosmetic 
Law of the New York State Bar Association, January 23 


UFFICIENT TIME has now elapsed since the /mitation Jam deci- 

sion by the United States Supreme Court ' to permit of a clear 
appraisal of the decision itself, as well as of the implications behind it. 
Much has been said and written about this case and its background 
yet the fact that it appears on the agenda of this meeting testifies to 
its real and present importance. 

I am not unaware of the fact that the position which I now hold 
and have always held on the whole subject of imitation food products 
is an unpopular one—at least with the food and drug authorities and 
with some manufacturers of wood products. Nevertheless, | am com- 
pelled to state my views, which I feel are clear and convincing. 

I am not here writing a brief.. I have not taken a stand first and 
sought to support that stand with authorities to prove my point. | 
have first carefully considered the pros and the cons of the question. 
Before I made up my mind, | read the considerable number of papers 
which have been written on the subject. I studied the background of 
the 1938 law and the minutes of the Congressional hearings and de- 
bates preceding its passage.” The briefs of the government and of 
the claimant in the Jam case were also examined in an effort to fairly 
evaluate the facts. Finally, the decisions of other cases urged by the 
government * in support of its effort to ban imitations of standardized 
food products were analyzed and compared with the facts in this case. 


162 Cases ... Jam, etc. v. U. 8., CCH F. (2d) 71, aff’'g 55 F. Supp. 725;U. S. v. 





FOOD DRUG COSMETIC LAW REPORTS 10 Cases, More or Less, Bred Spred, 49 F 
1 7193, 71 S. Ct. 515. (2d) 87; U. 8S. v. 36 Drums of Pop’n Oil, 

2Dunn, C. W., Federal Food, Drug, and 164 F. (2d) 250: U. 8. v. 306 Cases Con- 
Cosmetic Act (1938). taining Sandford Tomato Catsup with 


3 Federal Security Administrator v. Quak- Preservative, 55 F. Supp. 725, aff'd 148 F 
er Oats Company, 318 U. S. 218; Land (2d) 71: U. S. v. Two Bags, Each Con- 
O’Lakes Creameries v. McNutt, 132 F. (2d) taining 110 Pounds Poppy Seeds, 147 F 
653; Libby, McNeill & Libby v. U. S., 148 (2d) 123. 
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By ROBERT M. RUBENSTEIN 





The conclusion was inescapable. Imitation food products, whether 
standardized or not, should not be banned where they are wholesome 
and properly labelled as imitations. 

The Supreme Court, in the Jam case, could have come to no other 
conclusion without doing violence to the whole concept of the pure 
food and drug laws. Indeed, the decision and opinion of the court of 
appeals,t which the Supreme Court reversed, appeared to have been 
written without enthusiasm, almost apologetically, and the arguments 
advanced in the majority opinion obviously were made to justify a 
decision arrived at first, and supported later. That Court would not 
even take the bold stand requested by the government that no imita- 
tion of a standardized food product may lawfully be sold. The major- 
ity opinion even suggested that the product could be sold under some 
sueh name as “syrup and fruit thickened with pectin,” ® a suggestion 
which failed to please either the government or the manufacturer. 

Basically, the subject of imitation food products involves the 
following questions: 

(1) Can imitations of foods for which no standards of identity 
have been promulgated, be legally manufactured and sold? 

(2) Can imitations of standardized foods be legally manufactured 
and sold? 

(3) Did Congress, in passing the 1938 Act, intend that wholesome 
imitation food products be allowed in commerce? 

(4) From the purely economic standpoint, should the manufacture 
and sale of imitation food products (under proper safeguards, of 
course) be permitted ? 





’ U. 8. v. 62 Cases . . . Jam, etc., CCH ® Case cited at footnote i, at Pp "1018 of 
FOOD DRUG COSMETIC LAW REPORTS opinion 
f 7162, 183 F. (2d) 1014. 
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The answer to all of the above questions is an emphatic “Yes.’ 
I shall try to support these conclusions with concrete proof and, 
what appear to me to be, irrefutable arguments. 


Examination of Conclusions 


I shall first examine Questions 1 and 2, which can be treated to- 
gether. We know, of course, that the United States Supreme Court 
has answered those questions in the affirmative in the Jam case. It 
seems to me that its decision was sound law. 

Section 401 of the Federal Food, Drug, and Cosmetic Act provides 
for the promulgation of standards of identity, quality and fill of con- 
tainer “whenever in the judgment of the Administrator such action 
will promote honesty and fair dealing in the interest of consumers.” 

Section 402(b) provides that a food shall be deemed to be adulterated : 


(1). If any valuable constituent has been in whole or in part omitted or 
abstracted therefrom; or 


; ° rT 
lor, OT 


(2). If any substance has been substituted wholly or in part there 

(3). If damage or inferiority has been concealed in any manner; or 

(4). If any substance has been added thereto and mixed or packed there- 
with so as to increase its bulk or weight or reduce its quality or strength, or 
make it appear better or of greater value than it is. 

This section is worthy of careful analysis. Standing alone, it 
would seem to support the government’s position in the Jam case that 
the “imitation jam” there involved was an illegal product. 

Food is defined in Section 201 of the Act as meaning: “(1) articles 
used for food or drink for man or other animals .. . .”. Applying that 
definition and the provision of Section 402 (b) to the “imitation jam,” 
it would appear that we are here dealing with an adulterated food. 

Why, then, didn’t the government proceed against that product 
on the basis of adulteration? Why did it proceed on misbranding 
alone?® Was it not because Section 402 (b) must be read with Sec- 
tion 403, the misbranding section of the Act? 

Section 403 (c) states that a food shall be deemed to be mis- 
branded: 

. .. if it is an imitation of another food, unless its label bears, in type of 
universal size and prominence, the word, “imitation,” and, immediately thereafter, 
the name of the food imitated. 

Apparently the government took the position that if the food 
involved were not one for which a standard of identity had been 





* The libel of information filed in the Sec. 343 (gz). (Sec. 403 (g) of the Federal 
Jam case cites only violations of 21 USC Food, Drug, and Cosmetic Act.) 
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promulgated, it would have been neither adulterated nor misbranded if 
properly labelled an imitation. But, it argued, this was a standardized 
food and hence was proscribed by Section 403 (g). 


In this inconsistency lies the basic fallacy of the government’s 
argument. It recognizes that you cannot separate the adulteration 
section of the Act from the misbranding one so far as one is affected 
or modified by the other—yet in the same breath it insists that one 
subdivision of the misbranding section should be read by itself without 
regard or reference to another subdivision of the same section. 


Without desiring to labor the point, it does seem that if two 
whole sections of the law must be read together, certainly it is not 
unreasonable to require that two subdivisions of one of those sections 
be likewise considered in relation to each other. Besides, as I will 
show later in this paper in my discussion of the Congressional intent, 
the lawmakers did not intend to differentiate between standardized 
and nonstandardized foods so far as imitation foods are concerned. 


To cite only a couple of common everyday foods to which no objec- 
tion has been made by the Food and Drug Authorities, where properly 
labelled, we have imitation flavors and imitation syrups. There is no 
claim, in those instances, of any violation of the pure food laws. Nor is 
there any claim of violation in the case of any of the numerous other 
products of like nature which can be cited. 


Now let us examine the government’s claim that the “imitation 
jam” in the Supreme Court case came solely within the purview of 
Section 403 (g) and was not affected by Section 403 (c) because the 
latter section applies only to unstandardized foods. Let us assume 
for this discussion that the government attorneys were correct in this 
assertion. We must still give the words of the statute their ordinary 


‘ 


common meaning, not, as the Supreme Court pointed out, an “esoteric” 


meaning.’ 


Subdivision (g) of Section 403 provides that a food shall be deemed 
to be misbranded “if it purports to be or is represented as a food for 
which a definition and standard of identity has been prescribed,” etc. 


“Because the “imitation jam” had the appearance and taste of 
standard jam and was used by the consumer in place of and as a sub- 
stitute for standard jam, the government argued that it “purported to 


be or was represented as” standard jam. 





* Case cited at footnote 1, at p. 519 of 
opinion 








PAGE 270 FOOD DRUG COSMETIC LAW JOURNAL—APRIL, 1952 


Now, “purport” and “represent” are terms which, as the Supreme 
Court pointed out, suggest the idea of counterfeit. But the product 
in question was sold as imitation jam. There was no attempt by the 
manufacturer to palm it off asa pure jam. When something is labelled 
“imitation,” it is a clear and certain warning that the article so labelled 
is not the genuine product, but an inferior and certainly less desirable 
commodity than the one it imitates.*® 


As a matter of fact, the labelling of the product in question as 
“imitation jam” was done at the direction of the Food and Drug 
Administrator. Nor was the Denver company the only one to receive 
such labelling instructions. As late as April, 1941, the Food and Drug 
Administration in a letter to a manufacturer stated: 

A mixture of strawberries, apple juice and sugar cooked to the consistency 
of a jam and conforming in composition to a mixture of 40% strawberry jam 
and 60% apple jelly will simulate the appearance and flavor of a strawberry jam, 


and in our opinion, should be labelled as an imitation strawberry jam under 
Section 403 (c) of the Act - 


Government's Arguments in Jam Case 


In the Jam case, which was obviously instituted as a test case, the 
government attempted to reverse its previous position on imitation 
food products. That it wasn’t quite sure of its own grounds is indi- 
cated by its own arguments before the Supreme Court. In its brief," 
the government stated: 


To hold that a product such as claimant’s violates Section 403 (g) does not 
render Section 403 (c) meaningless. The latter provision still remains operative 
for a great many foods for which standards of identity have not been fixed, as 
well as for foods labelled “imitation” but not purporting to be the standardized 
article. 

This does not mean that persons of modest means need be deprived of 
inexpensive and:wholesome food products. But once a standard of identity has 
heen established for a food, the proper means of marketing a less expensive, but 
nevertheless wholesome product of the same type, is not to violate the standard 
of identity with an article inappropriately labelled “imitation” but to request 
administrative approval of an additional standard for the lower priced commodity 


Somewhat later in its brief,’* the government admits that even 
° ‘6 ° ° ° . . 
where standards have been prescribed, “an imitation which so 





’ Webster's Dictionary defines the word ” Trade Correspondence 358, April 17 


“imitation’’ as ‘simulating something in- 1941, Kleinfeld and Dunn, Federal Food, 
ferior."’ Drug, and Cosmetic Act 1938-1939, p. 712 

® Transcript of record before the United Government's brief before the Supreme 
States Court of Appeals, p. 44. Court, p. 13. 


% Government's brief before the Supreme 
Court, p. 67. 
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differed from the standardized article as not to ‘purport’ to be that 
article, would not be affected by Section 403 (g).” In a footnote 
explaining this sentence it states by way of illustration that if a prod- 
uct tasted like jam but did not look like jam, and was sold in a box 
which in no way resembled the familiar jam jar, it could be sold as 
“imitation jam.” This latter argument somehow doesn’t quite jibe 
with the government’s principal contention that imitations of stand- 
ardized products should be banned because ultimate consumers who 
could have no opportunity of reading the label on such imitation 
products might be deceived. 


This confusion of thought understandably resulted from the gov- 
ernment’s solicitude for the ultimate consumer. Unfortunately, it 
seems to me, the government chose the wrong means of protecting 
such consumer. However, I will reserve further comment on this 
particular problem for my discussion, below, of the economics of this 
question. 


We pass on now to the second phase of this discussion, namely, 
did Congress in enacting the 1938 Food and Drug Act intend to ban 
any imitation food products which are wholesome and_ properly 
labelled as imitations? 


Congressional Intent Scrutinized 


The answer to this question lies not alone in a careful reading 
of the Act in its entirety, but in an examination of the history and 
background of the Act and of the minutes, hearings, conferences and 
Congressional debates preceding its passage. We know from the 
recorded proceedings that the present law was not carelessly or hastily 
drawn up. Every sentence—indeed, every word—was carefully 
weighed and its implications fully considered. One section of the law 
specifically proscribes imitation drugs,'* yet its counterpart covering 
foods '* does not contain such a ban. Therefore, we may properly 
assume that Congress did not intend to impose such a restriction on 
foods. If Congress had desired to ban imitations of foods for which 
standards had been promulgated, it would have been a simple matter 
to insert such a ban in Section 403 (g). When to the foregoing you 
add Section 403 (c), which specifically makes provision for imitations 
of food products, the Congressional intent is inescapable. 


' Federal Food, Drug, and Cosmetic Act, ' Federal Food, Drug, and Cosmetic Act 
Sec. 502 (i). Sec. 403 (c). 
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Fortunately, we need not rely solely on our own interpretation of 
what Congress meant. Its consideration of the new food and drug 
law extended over several years and there is a record of Congressional 
action to which we may refer for proof of such intent.*® 


FDA Influence 


As is commonly known, the Congressional action was in great 
part influenced by the testimony of Food and Drug Administration 
officials. Their expressions on the law, prior to its passage, are 
illuminating not alone to illustrate the then thinking of that depart- 
ment, but also its effect on the Congressional action. 

Mr. Walter G. Campbell, Chief, Food and Drug Administration, 
appearing before a subcommittee of the Senate considering the pro- 
posed new food and drug law, stated that one of the objects of the 
bill was to eliminate the objectionable “distinctive name” provision of 
the 1906 Act and thus prevent the marketing of substandard foods 
under some fanciful name such as “Bred Spred,” which name was 
obviously used to hide from the purchaser the inferior character of 
the product."® 

When asked by Senator Chapman, “What effect would the pro- 
vision of Senate 5 have on the manufacture and sale of a product like 
that?” the following colloquy took place: *’ 

Mr. Campbell: Senate 5 provides for standards. That product would be a 
sub-standard article and its marketing as a preserve would be proscribed. 

Mr. Chapman: That would be shown on the label? 

Mr. Campbell: It would have to be shown on the label just what it was, 
and enable the consumer to buy it for what it was. 

There can be no objection to the philosophy that any article that is whole- 
some and has food value and is sold for what it is, without deception, should be 
permitted the channels of commerce. There can be no objection to that article 
with its deficiency of fruit if every consumer knows exactly what he is buying. 

There can be no objection to the sale of skimmed milk if the buyer knows 
exactly what he is buying. 

Senator Copeland, the most active proponent of the 1938 Act, made 
this comment on Section 403 (g): 


It should be noted that the operation of this provision will in no way inter- 
fere with the marketing of any food which is wholesome but which does not 
meet the definition and standard, or for which no definition and standard has 
been provided, but if an article is sold under a name for which a definition and 
standard has been provided, it must conform to the regulation.” 





% Dunn, work cited. % Senate Reports 361, 74th Cong., Ist 


% Dunn, work cited, at p. 1239. Sess., p. 8 
7 Dunn, work cited, at p. 1239. 
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Obviously, then, it was the intent of the legislators, concurred in 
by the then food and drug officials, that any food sold as a standardized 
product must conform to that standard or it could not be legally sold. 
At the same time, wholesome foods which did not come up to the 
standard could be marketed, provided they were sold in such a manner 
that a purchaser would not be misled into believing that he was getting 
the standard product. 

The government, in its brief before the Supreme Court, attempted 
to show that the Congressional intent was to proscribe imitations of 
food products. While it quoted quite freely from the records on the 
hearings of the bill which became the 1938 Act, nowhere did there 
appear a single direct, or even remote, statement to that effect. In 
point of fact, some of its quotations proved the contrary intent. Mr. 
Campbell, whom the government quoted,’® merely testified that mar- 
keting of a substandard jam as jam would be proscribed, but he indi- 
cated quite clearly that a properly labelled substandard jam was 
definitely acceptable, since the consumer would not be misled. 


The 1938 Act was carefully and deliberately drafted. Let us not 
read into it what Congress intentionally omitted. 


Lack of Authority in Cited Cases 


I have purposely refrained from reviewing the cases cited by both 
the government and the claimant in the Jam case. To my mind, none 
of these cases is authoritative on the question at issue. Invariably, 
those cases involved foods covered by standards of identity where the 
manufacturer attempted to add an ingredient not included in the stand- 
ard. The courts have uniformly held in such cases that truthfully 
labelling the product with the added ingredient does not excuse from 
compliance with the standards. 

We do not have that situation in the case under discussion. Here, 
there was no attempted sale of a preserve or jam with an added or 
changed ingredient properly indicated on the label. There was no 
attempt to call it or to represent it asa jam. It was an entirely different 
commodity, frankly labelled an imitation of jam. Anyone picking up 
a jar and reading the label knew at once that its contents were not 
genuine jam, but merely an imitation thereof. 

We turn now to a consideration of the final question posed above, 
namely, from the purely economic standpoint, should the manufacture 





% Government's brief before the Supreme 
Court, p. 44. 
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and sale of imitation food products be permitted? My reasons for 
answering that question in the affirmative admit, I believe, of no dispute. 


The government has taken the position in the Jam case that to 
permit imitations of this standardized product would result in a fraud 
upon the ultimate consumer and in an unfair economic advantage over 
the manufacturer of the standard product. On both points I disagree. 


Ultimate-Consumer Argument 


The only argument advanced by the government in support of 
its position which really merited careful consideration was its point 
that the ultimate consumer might be imposed upon by having served 
to him in a restaurant or other eating establishment an imitation jam 
palmed off as the pure product.*° That argument may not lightly be 
thrust aside. 

But is the banning of imitation jam or other imitation food prod- 
ucts, as the case may be, the answer to this problem? Would you 
bar oleomargarine because an unscrupulous innkeeper might serve it 
as butter; or Neufchatel cheese because it might be served in place of 
cream cheese; imitation maple syrup because it might be served sur- 
reptitiously in place of the pure syrup; or salad dressing because it 
could be substituted easily for mayonnaise? 


All of these substitutions are possible and could probably be car- 
ried off without detection. Yet we have not heard the government 
authorities ask that the cheaper products I have mentioned be banned 
from commerce. On the contrary, they have actually promulgated 
standards for Neufchatel cheese, salad dressing, oleomargarine and 
other products resembling more expensive standard food items. 


In the Jam case, the government, on the strength of Section 403 
(g), argued against the permitted sale of a substandard article of 
food, even though truthfully labelled. It attempted to justify its stand 
upon the ground that the ultimate consumer (not the purchaser) of the 
product might be hurt by the permitted use of such product. 

Admittedly, if the true nature of the imitation commodity is truth- 
fully and clearly indicated on the label in accordance with the require- 
ments of Section 403 (c), the average purchaser of that article cannot 
be misled.** True, a certain few shoppers either cannot or will not read 
the label on a package of food, but I believe I am safe in saying that 









2° Government’s brief before the Supreme 
Court, pp. 19-22. 


21 Government’s brief before the Supreme 
Court, pp. 16-18. 
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the number of people who will buy food items blindly today are in a 
small minority. The average housewife is pretty canny in her pur- 
chases and she usually knows exactly what she is buying. When she 
sees the word “imitation” prominently printed across the label on a 
package of food, in most cases she will shy away from that package 
unless the price is so attractive as to merit a second look. In that case, 
you may be sure she will examine the content declaration pretty care- 
fully before deciding whether or not to buy. 


If the food is wholesome and nutritious, even though it doesn’t 
meet the standard of the food imitated, there can be no real opposition 
to its sale so long as the purchaser knows exactly what he is getting. 
Congress recognized that fact when it was considering the 1938 Act,”* 
and the food and drug authorities were of the same view up until the 
time of the seizure of the imitation jam.** Now we have judicial con- 
currence in this view.** 

Even the United States court of appeals in the Jam case, while 
condemning the product as “misbranded,” saw no objection to the sale 
of the substandard product, in and of itself, since it stated that the 
product could be marketed as “syrup and fruit thickened with pectin, 


on 


or syrup flavored with fruit and thickened with pectin.” 


Other Inferior Foods 


It is apparent from the foregoing that we needn't be concerned 
with the consumer purchaser of imitation foods. We can turn, then, to 
the ultimate consumer: the restaurant or hotel patron or the logging 
camp worker. He doesn’t ordinarily see the label and might possibly 
be deceived. But here the government is trying to protect this con- 
sumer not against the manufacturer of the product, but against the 
unscrupulous operator of the eating establishment. Is this the right 
way, however, to accomplish this purpose? Can the government pro 
tect such a consumer against substitutions of other inferior foods 
which might be served him? Consider these substitutes: oleomar- 
garine for butter, milk and evaporated milk for cream, Neufchatel 
cheese for cream cheese, or imitation vanilla for the genuine flavor. 
How about fruits or vegetables below standard in quality, but properly 
labelled when they reach the eating establishment? Is the patron of 
that establishment aware that he is being served a substandard food? 





2 Dunn, work cited. *% See footnote 1. 
*3 See footnote 10. 5 See footnote 5. 
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No one would consider banning the substituted foods which I 
have just mentioned, simply because they might be misused by dis- 
honest food purveyors. There are other ways of providing for the 
protection of such consumers, but they need not be discussed here. 


There remain for examination but two aspects of this subject of 
imitation foods: 


(1) Is there a real economic need for such foods so as to warrant 
their continued manufacture and sale? 


(2) Will allowing the production and sale of imitation foods re- 


) 


sult in unfair competition with manufacturers of standardized foods: 


As to the former, consider the class of consumer who would nor- 
mally be interested in an imitation food. It is practically always the 
person in the low-income bracket, who must make every penny count, 
and who, of necessity, will accept less than the best. So long as the 
imitation or substandard food is wholesome and nourishing, what 
objection can there be to its sale? If no such imitation or substandard 
foods were available to a low-income housewife, she might very well 
have to do without. 

No one will seriously contend that oleomargarine, Neufchatel 
cheese or imitation vanilla should be proscribed. They serve a definite 
need and are accepted for what they are. This should be true of all 
commodities which are inferior to, or are in imitation of, other foods, 
so long as they are wholesome and nutritious. 


Economic Advantage in Using Imitation Foods 


There has been some argument that the saving resulting to the 
consumer from the use of such imitation foods is illusory and, hence, 
that there is no justification for their use. In support of that argument 
Mr. C. W. Crawford, in his recent address before the American Bar 
Association meeting,”* in the counterpart of this section, commenting 
on the Jam case, seemed to blame the Supreme Court decision on an 
error in a key fact, namely, that the deficiency in fruit was offset by a 
reduced price to the consumer. He then attempted to prove that this 
was a fallacy, by quoting from a letter from Mr. Forbes. 

According to Mr. Forbes, the consumer paid 232 per cent, or nearly 2’ 
times as much for the strawberries contained in the imitation jam as 
for the strawberries in the standard preserve. But such figuring is 





*6 FOOD DRUG COSMETIC LAW 
JOURNAL 811. 
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simply arithmetical gymnastics. The indisputable fact is that a pound 
of pure preserves will not go any farther than a pound of imitation 
preserves and, since the imitation product costs so much less than the 
pure preserves, it enables the housewife in the lowest income bracket 
to purchase a wholesome spread which otherwise would be beyond 
her means. 


As for the suggestion by Mr. Crawford that the housewife could 
add to a pound of genuine strawberry jam about 1% pounds of sugar 
and 8/10 pound of tap water and get nearly 3% pounds of a mixture 
identical in composition with the imitation jam, at a total cost of 58 
cents as against a cost of 93 cents for the same quantity of imitation 
jam, the answer is that if the housewife is willing to go to that trouble, 
she might just as well make the product from the beginning. 


Other Applications of Argument 


If this argument were to be carried to its logical limits, you could 
argue against the use of oleomargarine in place of butter, as a cheaper 
spread. Why not then let the housewife buy a pound of butter, work 
a quart of milk into it and have, as a result, more than twice the orig- 
inal quantity in a debased butter? The same process could be used by 
the housewife to stretch other standard foods. 


Should the housewife of limited means be denied the use of such 
“stretched” food commodities simply because she is unwilling or un- 
able to do the stretching herself? Obviously, if we must make a choice 
between permitting a housewife with a low food budget to purchase 
a wholesome, nutritious, but substandard product which she can afford 
or letting her do without the standard product which it imitates and 
which she can’t afford, good sense dictates the choice of the first 
alternative. 


Finally, does the manufacturer of imitation food products offer 
unfair competition to the manufacturer of standard foods? I don’t 
think so. The legitimate manufacturer of pure, standard foods com- 
petes only with the manufacturer of similar standard products. He 
takes pride in the quality of his products and “sells” that quality as 
the most valuable ingredient of his products. He caters to the con- 
sumer who appreciates quality and can afford to pay a fair price for it. 
He does not expect to sell his items to the person who can’t afford to 
buy them. Therefore, he need only be concerned with the competitor 
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who likewise manufactures standard products and caters to the same 
consumer. 


The manufacturer of imitation food products, on the other hand, 
caters to the low-income consumer, and for these people he fills a 
definite need. The possibility that the manufacturer of the standard 
food product might lose a few sales to the imitation product is out- 
weighed by the fact that so many more will be able to enjoy a whole- 
some, nutritious food who might otherwise have to do without. 


I represent the preservers’ trade association here in the East. Yet 
[ don’t feel that any one of our members will suffer in the least from 
the competition of imitation preserves truthfully and prominently 
labelled with the word “imitation.” To the housewife shopping for 
jam, that word “imitation” would at once be a “red flag,” a dange1 
signal, warning her that the product bearing such label is not the 
genuine article. The average buyer will not touch this product. It can 
only appeal to the one who couldn't afford any jam if this imitation 
were not available to her, and so her purchase of the imitation does not 
represent the loss of a sale of the genuine product. 


No, I am not concerned that the sale of imitation preserves will 
hurt my clients, nor am I worried that the Supreme Court decision will 
encourage more manufacturers to put out imitation jam. Rather, I am 
concerned with the chiseling manufacturer who cuts corners in the 
manufacture of pure preserves and who passes them off as standard. 
He presents the real unfair competition to the manufacturer of pur: 
preserves. He is a menace to legitimate competitor and consumer 
alike. He can cause more harm to his legitimate competitors by under- 
cutting prices, which the adulteration of his product enables him to 
do, than a dozen manufacturers of imitation food put together. It is 
against him that the Food and Drug Administration should direct its 
efforts on behalf of the consumer. 









Use of Word “Imitation” 










I believe that the greatest deterrent to the successful sale of imita 
tion food products is the word “imitation” itself. Its very appearance 
on a label discourages its purchase except, as has been pointed out, 
from sheer necessity. It is because of this very fact that few manu- 
facturers of food products will permit what they produce to be char- 
acterized as an imitation of another food. They know that by making 








52 


ne 





BUGABOO OF IMITATION FOODS PAGE 279 


such a product they are immediately removing it from the principal 
market and are limiting its sale to a comparative few who are unable to 
pay for the genuine product and are yet unable to resist at least the 
semblance of the real thing because price-wise the imitation product 
is within their reach. 

As I understand it, no one, not even the Food and Drug Admin- 
istration, has seriously challenged substandard preserves sold in bulk 
to bakers and others for other than direct consumer use. In most 
instances, these products are sold under the name of “pastry filling,” 
“bakers’ filling,” or the like. While this product is usually put up in 
large size containers not ordinarily purchased by the housewife, isn’t 
it nevertheless available to the hotel, restaurant or other eating estab- 
lishment which might serve it in place of the standard product? Here, 
again, we are brought back to the question: How far must we go to 
protect the ultimate consumer? 


Question Summarized 


Of course, this question of imitation foods is a controversial one. 
I have tried to examine it dispassionately and without prejudice. | 
feel that the conclusions which I have reached are valid ones. Imita- 
tion food products have a definite place in our economy. So long as 
they are truthfully sold for what they are, no one is deceived and no 
one is injured. No deviation from a standard food should be permitted 
unless the resultant product is labelled “imitation.” No other designa 
tion can as clearly call attention to its inferior quality. 


Nor should additional standards be promulgated to cover foods 
which are inferior to the standardized foods. This has been suggested ** 
for the substandard jam involved in the Supreme Court decision. I, 
for one, would vigorously oppose such a solution to the problem. It 
would protect no one and would give the chiselers a field day. The 
unscrupulous food manufacturers like the designation “imitation” even 
less than do the members of the Food and Drug Administration. They 
would rather palm off their inferior products as the real McCoy by 
giving them a distinctive name. Obviously, the word “imitation” 
cramps their style and they would like to see it eliminated. In cases 
like these I say the word “imitation” is the consumer’s best protection. 


Let’s keep it that way. [The End] 





27 Government's brief before the Supreme 
Court, pp. 13-14, 70. 














Judicial, Administrative 


and Legislative Developments 








Significant Comments——— 


Meaning of ‘‘Adequate Directions for Use’’ Considered 


As reported in the October, 1951 issue of Foop DruGc CosMETIC 
Law JouRNAL (pages 798-799), the government obtained an injunction 
restraining the defendants from shipping certain drugs unless and until 
the labeling of each such drug bears adequate directions for use in 
the treatment of the diseases and conditions of the body for which the 
defendants in their literature and other advertising prescribe, recom- 
mend or suggest its use. The court held that failure of the labeling to 
state the purpose or condition for which the drugs are intended or the 
duration of taking for treatment of the diseases and conditions for 
which the drug is offered in promotional literature and advertising 
violated those provisions of the Act which require that the labeling 
bear adequate directions for use. (U.S. v. Alberty Food Products, et al 
(D. C. Calif., June 8, 1951).) 

The defendants appealed from the judgment; the judgment was 
affirmed (Alberty Food Products, et al. v. U. S., CCH Foop Druc Cos- 
METIC Law Reports § 7225 (CA-9, February 15, 1952)). The appellant 
raised several questions on the appeal, all of which were disposed of 
by the appellate court contrary to the appellant’s contentions. Appel- 
lant’s principal contention was that the district court erred by consider- 
ing the claims, representations and suggestions relating to the use 
of the drugs set forth in literature and newspaper and magazine adver- 
tising to promote the sale of the drugs because consideration of such 
matters by the trial court was an invasion of the jurisdiction of the 
Federal Trade Commission which has sole control over false advertis- 
ing. The appellate court said, however, that the truth or falsity of the 
advertising claims was beside the point, but that the advertising 
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claims are to be considered as evidence going to the inquiry whether 
the information given by means of the labels adequately describes the 
diseases or conditions for which the drugs are intended, as well as 
relevant facts concerning dosage. The appellants, while conceding that 
labeling in order to bear “adequate directions for use” must, among 
other things, state the purposes and conditions for which the drug is 
intended and sufficient information to enable intelligent and safe lay 
use, nevertheless urged that such fact must be determined from the 
labeling alone. The court, in rejecting such contention, said that de- 
termination of whether labeling bears adequate directions for use is 
not limited to consideration of labeling statements and that considera- 
tion must be given as well to collateral representations made for the 
drug. 


Otherwise, the court reasons, advertising claims could serve to 
negate the object of the Act insofar as consumer protection is afforded 
by adequate labeling. The appellant also urged that since the drugs 
involved in this case can be classified as “dietary supplements and lax- 
atives,” labeling to that effect is sufficient because such uses and purposes 
are of common knowledge. The court, however, refused to validate such 
contention because admittedly these drugs had been held out to the 
public as having beneficial and curative qualities other than com- 
monly known uses of the drugs. The opinion in this case concludes 
with the comment that the finding of the trial court that the labels 
in question do not bear adequate directions for use finds ample support 
in the law and evidence, and cites supporting decisions of the Ninth 
Judicial Circuit and the Federal District Court of the District of 
Columbia. 
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Conviction Reversed for Refusal to Permit Factory Inspection 

The defendant was convicted for refusing to permit entry and 
inspection by food and drug inspectors of factory premises of which 
defendant was the “operator and custodian” (U. S. v. Ira D. Cardiff, 
CCH Foop Druc Cosmetic Law Reports § 7188 (DC Wash., January 
23, 1951)). The defendant appealed; the appellate court reversed the 
judgment of conviction (/ra D. Cardiff, Appellant v. U. S., Appellee, 
CCH Foop Druc Cosmetic Law Reports {7224 (CA-9, February 13, 
1952)). The appeal concerned the interpretation of the provisions of 
Section 301 (f) of the Federal Food, Drug, and Cosmetic Act, pro- 
hibiting the refusal to permit entry or inspection as authorized by 
Section 704 and Section 704 authorizing food and drug inspectors, 
after first making request and obtaining permission of the owner, 
operator or custodian, to enter and inspect at reasonable times food 
processing establishments for the purposes of enforcing the Act. 


It was stipulated that request for entry and inspection was made 
at a reasonable time and permission was refused. The defendant 
contended that under a proper interpretation of these statutory pro 
visions a person does not commit the offense of refusing to per- 
mit entry and inspection unless permission had been previously 
granted and thereafter withdrawn; the government contended that 
the two pertinent sections of the Act mean that inspectors are not 
authorized to force their way into premises to make inspections, and 
that the owner, custodian or operator of the factory is required to 
permit entry and inspection at reasonable times if permission is sought 
The appellate court said that the provisions of Section 704 making the 
entry and inspection subject to permission of the owner, operator or 
custodian, and the provisions of Section 301 (f) prohibiting the re 
fusal to grant such permission, were inconsistent and could not stand 
together. The court further said that inasmuch as the question con 
cerned penal legislation and the statutory provisions were subject to 
two rational different interpretations, that is, the interpretations urged 
by the defendant and the government, respectively, the interpretation 
which is most favorable to the accused must control. 


The court further said that the remedy for efficient enforcement 
of the Act, insofar as factory entry and inspection is concerned, is 
by amendment to the Act which will unqualifiedly provide for such 
entry and inspection. This is the first appellate decision on this ques 


tion. It is difficult to prognosticate whether the courts of other cir 
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cuits would follow the determination. A definitive answer must await 
possible review by the Supreme Court. 


Green Coffee Again Held to Be ‘‘Food"’ 

The holding of a federal district court that green coffee is a “food” 
within the meaning of the Federal Food, Drug, and Cosmetic Act in 
decreeing the condemnation of the article upon finding that it con 
tains filthy substances was sustained in an appellate court decision 
(Otis-McAllister & Company v. U. S., CCH Foop Druc Cosmetic Law 
Reports {[ 7223 (CA-5, February 12, 1952)). The court based its 
affrmance upon the authority of U. S. v. Bayer (CA-2), involving the 
same issue, and upon other cases cited in the opinion said by the 
court, in principle, to refute the claimant’s contention. 


Exportation of Condemned Articles Not Authorized Under Act 


In the Oftis-McAllister case, above discussed, the appellate court 
also sustained the decision of the district court judge that the Federal 
Food, Drug, and Cosmetic Act does not authorize the courts to order 
the release of condemned articles for the purpose of returning the 
article to the foreign country where the shipment originated. In 
thus ruling, the appellate court followed the teachings of another 
case cited in the opinion, where the same question was considered 
(230 Boxes of Fish v. U. S. (CA-6)). See also U. S. v. Kent Food Cor- 
poration (CA-2), where the court ruled that the export provisions of 
the Act (21 USC Section 381) do not authorize the release of articles, 


which have been condemned, for export. 


Proposed Regulations Under Durham-Humphrey Amendment; 
Revision of Existing ‘‘Adequate Directions for Use’ Regulations 

A notice of proposed rule-making has been promulgated for the 
adoption of regulations pertinent to the recently enacted Durham 
Humphrey amendment to the Federal Food, Drug, and Cosmetic Act 
(21 USC Sections 353 (b) and 333, Public Law 215, Eighty-second 
Congress), and for the adoption of revised regulations concerning 
the statutory -requirement that labeling of drugs and devices bear 
adequate directions for use and authorized exemptions from suck re 
quirement (17 F. R. 1130, February 5, 1952). 


(1) The Durham-Humphrey amendment divides drugs for human 
use into two categories, those suitable for use only under the care of 
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licensed practitioners, and so restricted, and those that need not be 
limited in their distribution. The amendment also, among other 
things, sets forth provisions relative to the filling of prescriptions 
for drugs in the first-mentioned class. The proposed regulations 
relative to the amendment set forth interpretations of certain lan- 
guage therein to be applied in enforcing Section 503 (b) (21 USC Sec- 
tion 353 (b)) as follows: drugs not intended for use by man be 
labeled “not for human use”; defines “toxicity” to include adverse 
side effects; defines “potentiality for harmful effect” as the capacity 
of causing harm otherwise than by toxicity and makes such drugs 
subject to prescription-dispensing requirements; defines “method of 
use” as the route, procedure and equipment employed in administra- 
tion, thereby making injectable drugs (except insulin in strength 
not greater than 100 U. S. P. insulin units per cc.) subject to prescrip- 
tion-dispensing requirements; defines “collateral measures necessary 
to use” to include professional skills and laboratory and other techni- 
cals tests and procedures; defines “dispensed . . . upon a written 
prescription” generally as conduct of registered pharmacists in filling 
prescriptions of licensed practitioners and delivery of prescription 
drugs by a practitioner to his own patients, but excludes activities 
of mail-order houses in the distribution of prescription drugs. In 
addition, the proposed regulations set forth the details of records to 
be kept by pharmacists in dispensing drugs upon oral prescriptions 
and oral authorizations for refill; and limits exemption from label 
requirements to the package in which the drug is dispensed, that is, 
precludes the exemption where the package is or has been shipped in 
interstate commerce. The prescription-dispensing requirements are, 
by the proposed regulations, inapplicable to certain narcotic drug pre- 
parations, namely, those narcotic drug preparations which are ex- 
empted by regulations of the Bureau of Internal Revenue (26 CFR 
151.2, 151.180-151.185 (a)) and other specified drugs. 


Provisions of the proposed regulation warn that drugs subject to 
the prescription-dispensing requirements must bear the cautionary 
legend in the words of the amendment, that is, “Caution: Federal law 
prohibits dispensing without prescription,” but that where a drug is 
not subject to such requirements the provisions of the proposed regu- 
lation permit label statement that user consult a physician, provided 
the label also bears adequate directions for use. 


(2) With respect to “adequate directions for use” requirements 
and authorized exemptions, the proposed regulations define “adequate 
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directions for use” as directions under which a drug or device can be 
intelligently and safely used by laymen. This part of the regulations 
contain provisions exempting certain drugs from the requirement 
that the labeling bear adequate directions for use as follows: Pre- 
scription drugs as described in the Durham-Humphrey amendment 
and prescription devices if in possession of customary commercial 
channels—licensed practitioners, hospitals and similar institutions— 
and the labeling bears information as to administration, ingredients 
and safe use as specified in the regulations; prescription veterinary 
drugs which meet similar conditions as to labeling and possession; 
prescription veterinary drugs and prescription devices at the time of 
delivery to the ultimate purchaser or user when delivered by a licensed 
practitioner or upon his order; drugs and devices insofar as adequate 
directions for their use are commonly known to the ordinary indi- 
vidual; inactive ingredients; diagnostic-reagents ; prescription chemi- 
cals and other prescription: compounds under specified conditions 
relating to the nature and form of the drug and declarations in the 
labeling, subject to precautions against use in new drugs, certain 
forms of drugs in bulk packages and devices intended for processing, 
repacking or use in the manufacture of another drug or device if the 
labeling bears the specified statements. The proposed regulations 
specifically state that no exemption shall apply to a drug or device 
shipped or delivered in conducting a business of dispensing drugs pur- 
suant to diagnosis by mail. The proposed regulations provide for 
expiration of exemption as concerns a shipment or delivery if it is 
disposed of for any purpose other than specified in said regulations. 

A period of 30 days from the date of publication of the notice is 
allowed to interested persons for submitting written comments or 
requesting oral hearing. It is proposed that manufacturers be allowed 
until April 26, 1953 (one year from the effective date of the amend- 
ment) to make the changes in their package labeling provided for in 
the regulations, except that the mandatory caution legend on pre- 
scription drug items, shown above, is required by the law itself to 
appear on the label beginning on April 26, 1952. 


Amendments to Antibiotic Drugs Regulations 


The following orders have been promulgated amending the regu- 
lations relative to tests and methods of assay and certification of 
batches of antibiotic and antibiotic-containing drugs (21 CFR (1950 
supplement), Parts 141, 146): 
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Order providing for two new antibiotic preparations, namely, 
penicillin-streptomycin dental cones and _penicillin-dihydrostreptomycin 
dental cones; for the use of an expiration date of 24 months for peni- 
cillin ointment when the manufacturer has proved his drug to be stable 
for such period of time; for a change in the expiration date of procaine 
penicillin tablets from 18 to 24 months; and for the optional use of 
kaolin, pectin, and dried aluminum hydroxide gel as ingredients of 
streptomycin tablets and dihydrostreptomycin tablets. The order 
became effective January 5, 1952 (Sections 141.50, 146.26 and follow- 
ing, 146.71). (17 F. R. 150-151.) 


Order providing for two new antibiotic preparations, namely, 
penicillin-streptomycin-bacitracin ointment and_penicillin-dihydrostrepto- 
mycin-bacitracin ointment. The order became effective December 11, 
1951 (Sections 141.49, 146.70, 16 F. R. 12425-12426). 


The following orders have been promulgated amending the regu- 
lations relative to certification of batches of antibiotic and antibiotic 
containing drugs (21 CFR (1950 supplement) Part 146): 


Order providing for certification of penicillin troches containing 
l-ephenamine penicillin G; for the optional use of a suitable local 
anesthetic in penicillin dental cones; and for a change in the moisture 
limitation of penicillin-and-streptomycin and _ penicillin-and-dihydro 
streptomycin. This order became effective February 7, 1952 (Sec 
tions 146.30-146.31, 17 F. R. 1178). 

Order providing for use of an expiration date for penicillin tooth 
powder that is 18 months after the month during which the batch 
was certified if the one who requests certification has proved that his 
drug is stable for such time; for deletion of the prescription require 
ment for aureomycin ointment except when such drug is packaged 
for ophthalmic use; and for the optional use of preservatives in the 
manufacture of aureomycin capsules. This order became effective 
February 14, 1952 (Sections 146.202, 146.204, 17 F. R. 1419). 


Amendment of Canned Tomato Standard 


As reported in the January, 1952 issue of Foop Druc Cosmeti 
Law JourNAL (page 75, and following), a notice of proposed rule 
making was published proposing to amend the definition and standard 
of identity for canned tomatoes. A final order has been promulgated 
which adopts the proposal without modification of the proposal. This 
amendment takes effect on the ninetieth day after December 20, 1951. 
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the date of publication of the final order (CCH Foop Druc Cosmetic 
Law Reports § 2119, 21 CFR 53.40, 16 F. R. 12763). 


Coal-Tar Color Regulations Amended 


An order has been promulgated amending the regulations for 
the certification of coal-tar colors (21 CFR 135 and 1950 supplement). 
The amendment changes the fees for services in case of requests for 
certification to .10 per pound of the batch covered by the request with 
a minimum charge of $75. The amendment becomes effective 30 days after 
February 15, 1952, the date of publication of the order (17 F. R. 1459). 


Change of Definition of Coal-Tar Hair Dye 

A notice of proposed rule-making has been promulgated pro- 
posing to revoke the present definition of coal-tar hair dye (21 CFR 
1.200) and substitute a definition which would limit the term “coal-tar 
hair dye” to articles containing a coal-tar color but no other poisonous 
or deleterious substance and intended for use solely for altering the 
color of the hair. The proposed new definition expressly excludes 
color shampoo or other articles containing coal-tar color, the use of 
which may bring either coal-tar color or any other poisonous or 
deleterious substance contained in the article into contact with the 
“area of the eye” as defined in 24 CFR 135.1 (p) (17 F. R. 1829, Febru- 
ary 29, 1952). 

Amendment of Insulin Regulations 

An order has been promulgated amending the regulations rela- 
tive to the certification of batches of insulin drugs (21 CFR 144.1, and 
following), which provides for special labeling requirements for the 
certification of a new insulin preparation containing 500 U. S. P. units 
of insulin per cubic centimeter. The amendment became effective 
on February 29, 1952 (17 F. R. 1822). 


Exemptions for Retail-Packaged Foods 

As reported in the January, 1952 issue of the Foop Druc CosMeEtic 
Law JouRNAL (page 79), a notice of proposed rule-making was pub- 
lished to provide for labeling exemptions for food packaged in retail 
establishments, under stated conditions. A final order has been promul- 
gated embodying regulations and statements of general policy or 
interpretation without modification of the provisions set forth in the 
notice of proposed rule-making. The order became effective on Febru- 


ary 18, 1952 (17 F. R. 1577). 
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Leaders 
IN FOOD, DRUG AND COSMETIC LAW 


Charles W. Crawford became 
Commissioner of Food and Drugs on June 1, 1951, 
after 34 years of service in the Food and Drug 
Administration. He entered the federal service as 
a chemist, and served at FDA's Chicago and New 
Orleans laboratories. His administrative work be- 
gan in 1918 when he was transferred to Wash- 
ington. In 1928 he was named head of the newly 
formed !nterstate Division, which had charge of 
domestic enforcement activities. 

From 1933 to 1938, Mr. Crawford was FDA's 
principal representative in discussions with legisla- 
tive advisors and members of Congress who spon- 
sored the Federal Food, Drug, and Cosmetic Act, 
and he continuously kept the consumer-protection 
point of view before the committees holding hear- 
ings on the various bills proposed. After passage 
of the new law in 1938, he devoted much of his 
time to drafting regulations for its enforcement and 
in the formulation of standards. 


He was appointed Assistant Commissioner in 
1942 and Deputy Commissioner in 1944. Mr. Craw- 
ford is a native Texan. 
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Other Helpful, Informative 
CCH Magazines 


TAXES—The Tax Magazine 


This magazine is published to promote sound thought in 
economic, legal, and accounting principles related to all 
federal and state taxation. . . . To this end it contains 
signed articles on tax subjects of current interest, reports 
on pending tax legislation, court decisions and admin- 
istrative rulings relating to tax laws, and other tax in- 
formation, book reviews, etc. . . . The editorial policy 
is to allow frank discussion of tax issues. Subscription 
rate—$6.50 for 12 monthly issues. Write for sample copy. 
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Recent Tax Topics: 


Refund suits 
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In Recent Articles: 


Escalator clauses 
Arbitration 

Secondary boycotts 
Consumers’ price index 
Disafiiliation 





Section 45 

Alimony trusts 

Oil and gas lease taxes 
Excess profits tax 
Estate planning 
Voluntary disclosures 
Involuntary conversions 
Tax advantages of gifts 








Labor Law Journal 


Specifically designed and edited to promote sound think- 
ing on labor law problems, the Labor Law Journal presents 
timely articles concerned with the intimate and complex 
relationship of Law, Labor, Government, Management, 
and Union. Each month, the Journal brings you the serious 
thinking, the reasoned conclusions, the viewpoints, and 
attitudes of leaders of thought and action—on significant, 
pivotal labor law problems. Specialists in the field treat 
currently troublesome phases of labor law in factuai, 
hard-hitting articles. No punches are pulled—nothing is 
‘*slanted."’ Issued monthly; subscription rate—$6 a year. 





Pension plans 


Contract disputes Sample copy on request. 
Non-Communist affidavits 
Bargaining in good faith 


Insurance Law Journal 


Month after month, this helpful magazine presents timely 
articles on pertinent subjects of insurance law, digests of 
recent decisions, comments on pending legislation, rulings 
of state commissioners and attorneys general, and other 
features reflecting the changing scene of insurance law. 
The Journal is edited exclusively for insurance law men, 
by insurance law men. Emphasis is on the insurance law 
fields of Life, Health and Accident, Fire and Casualty, 
Automobile, and Negligence. Issued monthly; subscrip- 
tion rate—$10 a year, including a handsome binder for 
permanent filing of each monthly issue for a year. Send 
fir a sample copy. 


All Published by 


PUBLISHERS OF TOPICAL LAW REPORTS 
214 N. MICHIGAN AVE., CHICAGO 1, ILL. 


/hen requesting sample copies, please address JFV4 














Recent Issues Discussed: 


Dram shop legislation 
Excess liability 
Unlicensed insurers 
Misstatement of age 
Subrogation 
Comparative negi:gence 
Obligation to defend 
Selling the ageney 
Synchronous death 





